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Meetings of Food and 


Section on Food, Drug and Cosmetic 
Law, New York State Bar Association. 
—The fifteenth annual meeting of the 
Section on Food, Drug and Cosmetic 
Law of the New York State Bar As- 
sociation was held on Wednesday, Jan- 
uary 27, 1960, in the meeting hall of the 
Association of the Bar of the City ot 
New York at 42 West 4th Street in 
New York City 


sions of the meeting—a morning session 


There were two ses- 


beginning at 10 o’clock and an after- 
noon session beginning at 2 o'clock 
Proceedings of the meeting, which 
vearly provides a valuable discussion 
opportunity concerning food, drug and 
cosmetic law generally and the Federal 
Food, Drug, and Cosmetic Act in par- 
ticular, were broadcast by Station 
WNYC. The section is the pioneer bar 
organization in the food-drug-cosmetic 
field; it instituted the Division of Food, 
Drug and Cosmetic Law in the Section 
of Corporation, Banking and Business 
Law of the American Bar Association. 
Established in 1945, the section has 
over 250 members nation-wide; among 
them are leaders in this legal field. 
Presiding officer at the meeting was 
\. M. Gilbert, of New York City, vice 
chairman of the section. Its secretary 
is Irving H. Jurow, of Bloomfield, New 
Jersey. During the meeting, Mr. Gilbert 
was elected to the section’s chairman- 
ship, which had been vacant since the 
death, on November 2, 1959, of Charles 
Wesley Dunn, founder of the section 


and its sole chairman since its inception. 


Immediately after calling the meeting 
to order, Mr. Gilbert paid warm tribute 
to Mr. Dunn. He advised that the 


83 


Drug Men 


Executive Committee of the New York 
State Bar Association had _ recently 
adopted a fitting memorial to Mr. Dunn 
which would soon be published in the 
journal of the association He then 
called upon H. Thomas Austern, of 
Washington, D. ¢ chairman of the 
resolutions committee, to present to the 
section a tormal resolution of tribute 
to Mr. Dunn 


Upon motion duly made, seconded 
and unanimously carried, the following 
resolution was adopted, with all of the 
members standing in honor of Mr. Dunn 
ind his outstanding accomplishments 
“Over some months past, his col 
leagues at the Bar and the many pri 
vate and public groups he served so 
splendidly have mourned the loss and 
endeavored adequately to commemorate 
the long career, professional achievements 
and scholarly contributions of Charles 
Wesley Dunn. We in this Section, who 
were privileged to share his friendship 
over more than a dozen years, owe his 
memory a special and more intimate 
acknowledgment. Without his organ 
izing genius, his indefatigable drive, 
and his zeal for effective legal educa- 
tion, the aims of this section would 
never have been achieved. Both the 
momentum he gave to this group as its 
leader, and the affection each of us had 
for him as a man, will long endure.” 
Following an introductory statement 
by Mr. Gilbert, the morning session 
presented a discussion of the Federal 
Food, Drug, and Cosmetic Act by John 
L. Harvey, of Washington, D. C., Dep- 
uty Commissioner of Food and Drugs, 
United States Department of Health 
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Education, and Welfare, and William 
W. Goodrich, of Washington, D. C 
the Department’s Assistant General 
Counsel for Food and Drugs This 
was followed by a discussion of legal 
problems under the Food, Drug, and 
Cosmetic Act. Participants were Daniel 
J. McCauley, Jr., of Washington, D. C 
General Counsel of the Federal Trade 
Commission; A, R. Miller, of Washing- 
ton, D. C Director of the Meat In 
spection Division, Agricultural Researcl 
Service, United States Department of 
Agriculture; and Robert E. Curran, Q. C., 
otf Ottawa, Canada, Legal Adviser of the 
Canadian Department of National Healt 
and Welfare. The morning session closed 
with a floor discussion 


Speakers at the morning and atter 





noon sessions of the meeting were lun 
eon guests of the section’s officers 
an adjoining room, immediately after 
the opening session 

At the afternoon meeting, speakers 
included Michael F. Markel, of Wasl 
ington, D. C., well-known attorney u 
the food and drug field; Thomas W 
Christopher, of Atlanta, George, asso 
Clate dean and protessor of law a 
Emory University, Atlanta, Georgia; 
Charles F. Hagan, of New York City 
attorney for Charles Pfizer & Com 
pany; Taylor W. Hanavan, of Wil- 
mington, Delaware, attorney for FE. | 
du Pont de Nemours & Company, In 
and William J. Condon, of New York 
City, attorney for Swiit & Compat 
Following the addresses there was a 
floor discussion; resolutions were intro 
duced; and election of officers was held 

All of the articles in this February 
JouRNAL are adapted from papers read 
at the meeting. They are the contribu 
tions of Mr. Goodrich, Mr. McCauley, 
Dr. Miller, Mr. Curran, Mr. Hagan and 
Mr. Condon. 


Gordon Research Conference.—T! 
Gordon Research Conterence for 1960 
on Toxicology and Safety Evaluatior 
will be held August 15-19 at Kimbail 
Union Academy in Meriden, New Hamp 


shire, according to an announcement 
by W. George Parks, director of the 


Gordon conferences General chair 
man of the four-day toxicology-and 
safetv-evaluation meeting is David W 
Fassett; he is being assisted by Frank 
R. Blood, vice chairman 


1 


Among participants in the conferenc 
will be B. J. Vos, John McGrath, R. M 
Mulligan, E Maynard, J Verhave 
C. B. Ferster, J. Teisinge } 
Coulston, Leon Schmidt, John Lite! 
field, Sidney Farber, Ralph Jones, Ralpl 
Smith, K Cy. K ohlstaedt,. T. Clarkson 
J. Radomski, Henry Hurtig, Simone 
Dormal, Lewis S. Schanker and kK, C 


Huang 


7 


Attendance at the conferences is by 


application. The director will submit 


the names of those requesting attend 


ance authorization to the conference 


committee for each conference This 
committee will review the names and 
select the members in an effort to dis 
ribute the attendance as widely as pos 


sible among the various institutions and 
laboratories represented by the applica 
tions. Registration cards will be mailed 


lected 


as soon as possible to those sé 
Advance registration by mail for eacl 
conference is required, and registration 
is completed upon receipt of the card 
and a deposit of $15, which will be 
credited against the fixed fee for the 


conference 


[The board of trustees of the con 
ferences has established $100 as the 
fixed fee for resident conferees at eacl 


conterence 


Requests for attendance at the con- 
ference—which is limited t 
mately 100—or for additiona ‘ 
tion may be addressed to W. George 
Parks, Director, Department of Chem 
istry, University of Rhode Island, Kings 
ton, Rhode Island. After June 13, mail 
should be addressed to Colby Junio: 
College, New London, New Hampshire 
Individuals interested in attending art 


) 
1 
| 


requested to send their applications 
which must be submitted on a standard 
form obtainable from the office of the 
director—at least two months prior 
the date of the conference 
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In the Food and Drug Administration 


Court Actions Durin 
] 


g January, 1960. 


-One hundred and nineteen ns ol 
unfit toods were seized in warehouses 
including rodent-contaminated and i 
sect-contaminated cocoa products, flour, 
ice, dried peas and beans, and popcorn, 
icc rding t the Fe xl and D ug Ad 
ministration’s February report on e1 
forcement and compliance \ otal ot 
310 tons of unfit foods were removed 
from the marke luring the mont! 

Fiftv-two tons f bulk heat were 
odent-contaminated lwenty-six tons 
I Cal 1 tomatoes, catsup, and nN 

an ntine to ha e volume ot unfit 
vegetable products that ere seized 
contained spoiled natoes, fly eggs, 
ind lag > 

| entyvy actions were iken involving 
23 tons Tt sp viled moldy s iveled 
and insect-intested nuts Eightes tons 
tf cane sugar it live ants ind rodent 
filtl ve Kept ‘ t s et-pickle 
products. Other foods seized as unfit 
becaus t sp lage cluded 15 tons 
ot trozen seatood 12 tons ot trozel 
whole strawberries, and seven tons ¢ 
Irozen \ ole eges 

Foods alleged to be hazards to healt! 
included two shipments of apple pomace, 
totaling 262 tons and containing DDT 


in excess of the amount of this pesti 
cide that may legally and safely remain 
on apple crops Apple pomace is a 
byproduct of cider and vinegar manu- 


1 j 


t is used 
lf the 
pomace contains an excessive amount 
ot DDT, illegal residues of the chemi 
will into meat and milk 


consumption. Other health 


FDA explained, 


it and dairy 


tacturi ant 


to teed me animals 


cal gct tor 


human hazard 


on 





us toods cluded cel with an un 
sale amou I the pest le parathion; 
green coffee beans wit | splinters 
and filth; and fresl nd processed cran 
| es ¢ t nin the weed llet ink 
triazole 

Seized is eC NIC cheats were a 
“chocolate cream  pi¢ product with 
little or no che colate wl pp l< eam, 
and so-called “one pound” boxes of 
peanut brittle that were short weight 

Fifteen of the 19 drugs and devices 
removed from the market d Janu 


misbranded 


arv, 1960. were alleged to be 

by talsc and nis! adit £ clain s 
Sulfur baths in an eight-ounce bottk 

tor $5 were offered treating rheu 

matism and arthritis and for providing 

a clear heaithy skin Herbal teas and 


tablets were promoted with claims fea 


turing Australian tea tree oil as a cure 
tor athlete’s foot, sinus trouble, skin 
conditions, gingivitis and pyorrhea, ty 
phoid tever, ulcers, bad breat! and 





asthma. Taking capsules of atin 
powder offered at $3.95 for a bottle of 
100 would, according to another pro 
moter, provide beautiful hair and skin 


prevent nails trom c1 and split 


ting, curb the appetite to control weight, 
and build blood. Two brands of phenyl 
propanolamine hydrochloride tablets were 
offered as so-called “appetite supres 


sants 


An 


a 


purifier,” consisting 


“all 
into 


alle oe d 


of cabinet which room was 
: : 


’ 
drawn and passed through 


air 
an electro 
static field, was claimed to prevent hay 
fever, asthma, sinus trouble, and infec 


from “sick room germs.” 
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A shipment of a supposedly “sterile” 
product for relief of eye inflammations 
was found contaminated with live bac- 
teria, taken off the market, and de- 
stroved by federal court order 


\ “special” grass originally grown 
in northern India is a featured ingredi 
ent of a nationally distributed line ot 
so-called food supplements seized for 
false claims that their use will keep 
men strong and virile until age 100, 
and women young and beautiful after 
they have passed 70 and 80 years of 
age. Numerous other claims are made 
for treatment of disease conditions and 
symptoms. The Administration also filed 
misbranding charges against implica- 
tions in the promoter’s literature that 
generally available food supplies are 
nutritionally deficient and that use of 
his products is necessary to supply 
vitamins and ininerals said by the pro- 
moter to be lacking in the diet. Special 
need for supplementing the diet can 
be determined only by a_ physician, 
FDA stated. 


Altogether, 99 seizure actions were 
instituted in the federal courts during 
January 

Thirteen prosecution actions were 
terminated, and a probation was re- 
voked to require a sentence to be 
served by a physician convicted of sell- 
ing amphetamine drugs not in the course 
of professional practice. Two injunc- 
tions were entered—(1) a permanent 
restraining order against use of a miller’s 
annex building to store wheat for hu- 
man consumption until sanitary storage 
was provided and (2) a preliminary 
order restraining a veterinary remedy 
company from shipping dog remedies 
that are misbranded by false and mis- 
leading claims. 

Federal Court Rules Against So- 
Called Musical Cancer Cure.—Tape- 
recorded organ music of “Smoke Gets 
in Your Eyes” will not diagnose and 


treat cancer or any other serious disease, 
a federal court at Beaumont, Texas, has 
ruled in ordering the condemnation of 
“sound therapeutic vibrator” devices 
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promoted with cure-all claims Che 
Food and Drug Administration reports 
that the decision in favor of the gov 
ernment followed seven months of 
preparation tor trial of a seizure action 
against the devices, made and promoted 
by a company in Santa Ana, California, 
for use by chiropractors Che day be- 
tore the trial was to begin, the claimant 
of the seized devices consented to their 
condemnation 

The court accepted the government's 
allegations without requiring testimony 
by experts who had come prepared to 
prove the machine, priced at $500, 
worthless for any medical purpose. It 
was offered, in accompanying literature, 
for diagnosis and treatment of patho- 
logical conditions of the head, lungs, 
heart, stomach, gall bladder, spleen, 
appendix and spine, as well as cancer, 
cataracts and germ diseases 

The “sound therapeutic vibrator” can 
be made from widely available parts 
for $35, FDA stated, and is basically a 
continuous-tape playback unit of a type 
used to repeat messages over the tele- 
phone It is modified so that the 
“natient” gets the “message” or “treat- 
ment” in two ways—by listening to the 
music with earphones and by feeling it 
in the form of electrical energy sup- 
plied to two moistened wire-connected 
pads. The current “pulses” or varies in 
voltage as the music becomes loud or 


soft. 


The Administration held that the de- 
vice does not, as claimed, transmit sound 
waves to the body or provide any type 
of physical vibration. Failure of one 
part of the device, testing experts added, 
could expose operator and patient to 


dangerous voltages 


The two California promoters had 
been previously sentenced for violating 
state medical-practice laws. The Beau- 
mont, Texas dealer had been enjoined 
by the state against practicing anything 
but chiropractic. 


(Continued on page 144) 
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Cranberries, Chickens 








and Charcoal 
By WILLIAM W. GOODRICH 


Mr. Goodrich Addressed the Annual Meeting of the Sec- 
tion on Food, Drug and Cosmetic Law of the New York 
State Bar Association, at New York City on January 27 


66 MINOTRIAZOLE,” “diethylstilbestrol,” and the “Food and 

£4 Drug Administration” are new household terms as a result of 
recent and extensive press coverage of our activities. Everyone wants 
to know whether cranberries, chickens and lipstick are safe, and there 
have been public laments over the possible passing of a national 


favorite—the black jelly bean. 


Quite possibly, this publicity has created questions and doubts 
about a great many foods other than cranberries and caponettes. 
Since some of the criticism of our actions has assumed facts which are 
not true, it seems appropriate to review the Congressional action 
behind these newsworthy events and to explain what the Department 
of Health, Education, and Welfare has done—as well as why the speci- 
fic actions were taken, 


The cranberry episode, coming on the eve of a great holiday 
ordinarily brightened by this attractive fruit, created more public 
awareness of the Food and Drug Administration than anything that 
has happened since Harvey W. Wiley’s time—excepting perhaps the 
elixir-of-sulfanilamide misadventure which spawned the new-drug pro- 
visions of the 1938 law. 


S/ 
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The Author Is the Assistant General 


Counsel for Food and Drugs, Depart- 
ment of Health, Education, and Welfare 








What was the reason for the nation-wide publicity? What events 
prompted the Secretary to call the contaminated berries to public 
attention? What steps were taken to make safe cranberries available 


for the Thanksgiving and Christmas tables? 


Early in November, FDA learned from its inspectors in the field 
that quantities of cranberries tainted with residues of aminotriazole 
had been shipped illegally in interstate commerce on the West Coast 
This finding came as a distinct surprise because efforts to obtain a 
legal tolerance for the chemical, involving two petitions and a year 
of on-and-off study of the petitions in the Department, had only re 
cently failed. Aminotriazole had been shown to produce cancer in 
test animals, and no residues could be tolerated safely. Indeed, there 
had been extensive consultation with the manufacturer of the pesticide 
and with the cranberry industry itself on this specific problem, going 
back to 1957. When the chemical was registered by the United States 
Department of Agriculture in 1958, it was on a no-residue-in-food 
basis. The Food and Drug Administration previously had pointed 
out that the chronic toxicity data was entirely too meager to support 
any conclusion whatever on food residues. It also had said that effects 
on the animals’ thyroids developing during the subacute testing re 


quired careful evaluation in the chronic study. 


Three million pounds of cranberries from the 1957 crop, valued 
at about $350,000, were withheld from the market, in the hope that a 
safe tolerance for aminotriazole could be justified. It seems entirely 
possible that growers used the weed killer in their own hope and 


expectation that a tolerance ultimately would be established. But 


these hopes and expectations were not justified by the test data in 
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the pesticide petitions themselves. Unfortunately, in April, 1959, a 
message was circulated among growers reporting that the USDA had 
certified usefulness of the weed killer to HEW, and that, if there were 
no complications, a decision could be expected by mid-May on the 
request for a one-part-per-million tolerance. When this optimism 
proved unjustified and all efforts to obtain the tolerance finally failed, 


the incriminated berries had to be destroyed. 


Some Adulteration Found in 1959 Cranberry Crop 


Despite this costly experience, some of the 1959 crop, just as it 
was beginning to move to the market for our holiday feasts, was found 
to be similarly adulterated. A voluntary withholding plan developed 
by the marketing agencies had failed, and seizure action to remove 
this health hazard became essential. Secretary Arthur S. Flemming 
and FDA concluded that the facts should not be withheld and the 


public had a right to know of the danger. 


Once the announcement was made, public confidence in all the 
crop was lost because there was no way to identify the contaminated 
food and to reject it, nor could the housewife select the cans or pack- 
ages that were not adulterated. Emergency measures were necessary 


if any cranberries at all were to be included in the holiday fare. 


The growers and processors themselves came forward with a 
more vigorous plan to prevent any adulterated or suspect cranberries 
in their own possession or under their control from reaching the public. 
Almost 5 million pounds were in this voluntary hold. But what the 
public most wanted to know—how to select a safe can or package of 
cranberries or bottle of cranberry juice—was missing. 


The Administration's laboratories, working around the clock, had 
tested about 20 million pounds of berries, and had cleared them as not 
contaminated. Its work was continuing. Private testing laboratories 
had been called in by some of the major distributors; they, too, were 
testing and clearing lots, using sampling techniques and testing meth- 


ods developed by FDA. 


The final plan developed by the Department and the industry, 
about ten days before Thanksgiving, allowed the use of a stamp on 
each container of tested food, certifying that it had been tested by 
the government laboratories or by private firms using equally exacting 
sampling and testing methods. Safe cranberries were available in time. 
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How did the adulteration come about in the first place, however, 


and were the very small residues of aminotriazole actually dangerous ? 


Restriction on Use of Aminotriazole 


Aminotriazole is a very good weed killer. It was registered in 
1958 under the Federal Insecticide, Fungicide, and Rodenticide Act 
for use on highway rights of way and elsewhere under circumstances 
that would not result in residues on food. In 1958 the registration was 
extended to use on cranberry bogs—but for postharvest treatment 
(seven to ten days after harvest) so that no residue would remain on 


the growing fruit. 


The label instructions for safe use were not followed, The weed 
killer was applied by some growers during the growing season. 


Residues did result. 


\fter the initial public announcement, a spokesman for the manu 
facturer of the chemical issued a statement designed to show that the 
whole thing was absurd. He claimed that a man would have to eat 
15,000 pounds of cranberries daily for a considerable period of time 
to approximate the dose of aminotriazole that produced malignant 
tumors in the thyroids of test rats, This reasoning the Department 
promptly answered: First, the comparison was being made using a 
dangerous dose—not a safe one. Second, it assumed a direct transposi 
tion from rat to man, without appropriate safety factors. Finally—and 
of overpowering significance—no scientist today can tell us how to 
establish a safe tolerance for a cancer-producing chemical. Until can- 
cer research makes a breakthrough at that point, any residue whatever 
of aminotriazole is unsafe because it may trigger the growth of malig- 


nant cells. 


Chickens—-Diethylstilbestrol Implantation 


Diethylstilbestrol in chickens is a somewhat different story. In 
May, 1945, FDA received the first new-drug application proposing the 
use of diethylstilbestrol pellets in poultry. They were to be implanted 
at the base of the skull, so that any unabsorbed material would be 
discarded with the head. Before allowing the application to become 
effective in 1947, FDA inquired about residues of the drug in edible 
tissue of the birds and was assured that any possible residue would 


be so small as to have no practical significance. This treatment was 
thought to comply fully with our statement of policy—published in 
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1948—to the effect that new-drug applications would not be allowed 
to become effective without evidence that no residue would remain in 
the food products derived from the treated animals 


When the Delaney Committee investigations were under way 
in 1950-1951, the question of residues was raised, and a representative 


of one of the holders of a new-drug application testified that only the 


minutest amount of diethylstilbestrol would remain in the liver of 


treated birds. Though the interpretation of the data was not clear-cut, 
the residues remaining were considered for all practical purposes to 
be zero, These data were thereafter submitted to us as assurance that 
no residue would remain in the edible parts of the treated birds 


Method of Assay Developed by FDA 


Sometime in 1957, our own scientists developed a reliable method 
of assay for added diethylstilbestrol in animal tissue. From this it was 
learned that the apparent residues previously reported were real ones 

20 to 30 parts per billion of residue in the liver and 35 to 100 parts 
per billion in skin fat. The Administration concluded after a study 
that it could not then bear the burden of revocation of the NDA’s 


on that evidence alone. 


In May, 1959, however, after the passage of the food-additives 
amendment, a statement of policy was issued which in effect said that 
FDA would not approve any further new-drug applications for poultry 
pellets of diethylstilbestrol. The residue was known to result from 
the treatment, and diethylstilbestrol was known to have produced a 
variety of malignant tumors in a variety of test animals. The anti 
cancer clause of the Delaney Amendment precluded further approvals. 
But prior sanctions would remain in effect until revoked. The state 
ment said that the status of such prior sanctions was under study 
and that if it were concluded that steps toward revocation should be 


taken, they would be announced. 


\fter the cranberry study sharpened the point that no one can 
tell us what is a safe amount of a cancer-producing chemical in man’s 
diet or when a cancer may arise in man from the presence of such 
an agent in his food, Secretary Flemming called upon the producers 
of the pellets to withdraw them from the market, distributors of 
treated birds to withhold them from sale, and producers of treated 


birds to discontinue the treatment. 
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On December 10, the Secretary announced that the plan had been 
agreed to, that treated poultry was off the market and that the public 
could buy poultry in all markets with assurance that it was entirely 
safe. 

The legal steps toward new-drug application revocations are now 
under way. The USDA has agreed to buy poultry treated before the 
withdrawal plan was accepted. Secretary Flemming has said that 
the Department will propose an amendment to the food-additives 
amendment, modifying the grandfather clause which leaves prior 
sanctions in effect, so that when a new application cannot be made 
effective for a new drug, because of doubts about its safety, the out 


standing effective applications may be revoked on the same basis. 


Jelly Beans and Carbon Black 

\nd now the black jelly beans—in November, 1958, the Depart- 
ment published a notice of proposed rule-making in which it listed 
182 food additives believed to qualify for exemption because they were 
generally recognized among qualified experts as having been shown 
to be safe for their intended use, either through scientific procedures 
or through common use in food. Comment was invited, and a special 
effort was made to give the notice wide circulation in the scientific 
community. I explained this procedure in greater detail in a paper 
published last September. 

Six substances were withdrawn from the list when it was finally 
published as a regulation last December. One of these was carbon 
black, or charcoal. The objectors pointed out that some carbon black 
contains impurities making it wholly unsuitable for food use. This 
was what led to the charge that FDA was against black jelly beans 

This was not so. What was needed was a better description of 
carbon black—one that classified the ingredient as acceptable for food 
use. These specifications are being developed. Meanwhile, we have 
extended the effective date of the law as to that component so that 
this delightful little bean will not disappear from the market. 

We will probably have many other news stories about familiar 
and unfamiliar food ingredients before the food-additives amendment 
becomes fully effective. But from them all the clear fact emerges that 
the public now has a new and much more acute interest in, and aware- 
ness of, food additives and what is being done to assure their safe use. 


A great new law is going into effect. The regulated industries 


and the consuming public are better served by it. [The End] 
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Trade Regulation—The Wilsonian Concepts 
ZL I 


in a Regulatory Climate 


By DANIEL J. McCAULEY, JR. 


The General Counsel, Federal Trade Commission, Addressed the Recent New 
York State Bar Meeting. Comments and Observations in His Statement Do Not 
Necessarily Reflect the Views of the Commission or of His Colleagues on Its Staff 


N his first annual address, at a joint session of Congress on Decem 
ber 2, 1913, President Wilson opened his attack on private monopol 
and called for its destruction. At the same time he said: 
business men : should be relieved of all uncertainties of law with 
regard to their enterprises and investments and a clear path in¢ I 
they can travel without anxiety.’ 

Shortly thereafter, on January 20, 1914, in a special address at 
joint session of Congress, Mr. Wilson called for, among other things 
the establishment of an interstate trade commission to implement his 
previously stated objective of destroying private monopoly, which, on 
this later occasion, he characterized as “indefensible and intolerable.” 

Particular, oft-quoted, general examples of the so-called Wilsonian 
concepts, which are taken from his special address, include the 
following: 

The Government and business men are ready to meet eacl 


in a common effort to square business methods with both public opinion anc 
the law 


Nothing hampers business like uncertainty. Nothing daunts or discourages 
it like the necessity to take chances, to run the risk of falling under the con 
demnation of the law before it can make sure just what the law is 


Specific examples of Mr. Wilson’s views, relating particularly 
to the interstate trade commission, follow: 


the business men of the country desire something more than that the 


menace of legal process in these matters be made explicit and intelligible. They 
1 Messages and Papers of the Presidents, Volume cited at footnote 1, at pp. 7914, 
Vol. XVI, p. 7910. 7916 


2 Volume cited at footnote 1, at p. 7915 
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desire the advice, the definite guidance and information which can be supplied 
by an administrative body 


It [the opinion of the country] demands such a commission only as an indis 
pensible instrument of information and publicity, as a clearing house for the 
facts by which both the public mind and the managers of great business under 
takings should be guided, and as an instrumentality tor doing justice to business 
where the processes of the courts or the natural forces of correction outside the 
courts are inadequate to adjust the remedy te the wrong in a way that will meet 
all the equities and circumstances of the case.‘ 

I believe that these excerpts fairly express the basic tenets of 
what text writers and other students of the laws administered by the 
Federal Trade Commission have come to characterize as the Wil 
sonmian concepts or principles. 

Today—45 vears later, six additional statutes and many more 
amendments later, 7,700 docketed cases later, over 200 trade practice 
conferences (with 164 currently in effect) later, and thousands more 
investigations, stipulations and affidavits of discontinuances later 
we find ourselves in what I believe it to be fair to characterize as a 
regulatory climate. This is not to say that this climate, like prosperity 
in another time, has just turned the corner. It has, I believe, been 
predictably developing for the past several years. It is not, I think 
predictable for precisely how long the needle of the barometer will 
hover near “Stormy.” On the other hand, it is, I believe, foreseeable 
that the regulatory climate will be with us indefinitely. 

Some of the marks by which the climate to which I refer is 
identified are the following: (1) a series, over the past several years 
of progressively more penetrating investigations by committees of 
both branches of Congress, covering a great variety of areas of busi 


ness and of the economy.® (2) the continually mounting number of 


‘In expansion of this point, Mr. Wilson standing and of a too technical inter- 
in deploring that dissolution of combina- pretation of the law The Trade 
tions may involve serious consequences Commission substitutes counsel and ac- 
urged that the administrative commission commodation for the harsher processes of 
be capable of directing and shaping cor- legal restraint 
rective measures not only in aid of the * Congressional investigations within the 
courts, but by independent suggestion if past few years have touched such diverse 
necessary. interests in our economy as advertising 

We might add Mr. Wilson's statement and steel prices, antibiotics and denti- 
in his acceptance of renomination for the frices. cigarettes and tranquilizers, food 
presidency on September 2, 1916 (volume distribution and obesity drugs, gasoline 
cited at footnote 1, at p. 8158) prices and glass, television ratings and 

‘We have created, in the Federal Trade programming. Beyond the scope of trade 
Commission, a means of inquiry and of regulation, Congressional committees also 
accommodation in the field of commerce have continued the pattern by searching 
which ought both to co-ordinate the enter- inquiries into the activities of other inde- 


prises of our traders and manufacturers pendent federal agencies as well as de- 
and to remove the barriers of misunder- partments in the Executive branch 
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legislative proposals during the past several years, which reflect a 
more aggressive and also a more dogmatic attitude toward the solu 
tion of business and economic problems, (3) the concern, on the part 
of Congress and the bar, with delays in the administrative processes 
and (4) the Attorney General's report to the President on deceptive 
and other practices in the broadcasting industry—a provocative docu 
ment, to say the least.’ 

\ll of these marks signify, I believe, a restless public impatience 
with the law and its effects, its administration and its enforcement 
Public concern is becoming more vocal and, to a degree, more virile 
It is not yet violent; neither do | interpret it to be angry. Public 
concern can, however, become demanding if it becomes angry, let 
alone violent. Neither business nor government can sit by. supinels 


unconcerned, with these possible eventualities 


With these observations as the springboard | would now like to 
reflect with you on some specifics 

In one of his ietters to me, Mr. Gilbert referred to the com 
mission's recent action in naming advertising agencies and account 
executives as respondents in complaints filed, and he suggested that | 
comment on the “thinking behind it.” Of course, | cannot probe for 
you the thought processes of the several commissioners. However, 
there is a statement by an eminent spokesman on our statutes which 
probably makes as good an argument in favor of the determination 


to include such individuals as you will find. He said: 


Inasmuch as our object and the spirit of our action m these matters ts to 
meet business half way in its processes of self-correction and disturb its legitimate 
course as little as possible, we ought to see to it, and the judgment of practical 
and sagacious men of affairs everywhere would applaud us if we did see to it, 
that penalties and punishments should fall, not upon business itself, to its confusion 
and interruption, but upon the individuals who use the instrumentalities of business 
to do things which public policy and sound business practice condemn. Every act 
f business ts done at the command or upon the initiative of some ascertainable person 
w group of persons. These should be held individually responsible and the punishment 
should fall upon them, not upon the business organisation of which they make illega! 
use. It should be one of the main objects of our legislation to divest such persons 
of their corporate cloak and deal with them as with those who do not represent 
their corporations, but merely by deliberate intention break the law Business 
men the country through would, I am sure, applaud us if we were to take effectual 
steps to see that the officers and directors of great business bodies were prevented 
from bringing them and the business of the country into disrepute and danger 


[Italics supplied. ] ° 





7 Report to the President by the Attorney * Volume cited at footnote 1, at p 7917. 
General on deceptive practices in broad- 
casting media, December 30, 1959 
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The eminent spokesman? Thomas Woodrow Wilson. The oe 
casion? the same special address on January 20, 1914, to a joint 
session of Congress, in which the quoted excerpts of Wilsonian phi 
losophy appeared. 

With this background, let me read Mr. Gilbert’s next inquiry 


do you plan any extension along these lines such as 


wrote the copy, the art director, the head of the television production departmer 


which had charge of producing the television commercials, etc.» 


Criteria for Course to Be Pursued 


In essence, this question and its counterpart inquire as to the 
depth to which it may be expected that the commission will probe. 
Let us, then, review the problem briefly. Despite the earthy vigor of 
the last quotation from Mr. Wilson, the original commissioners did 
not pierce the corporate exterior and, as a matter of policy in all 
cases, name corporate officers and directors as respondents. In the 
case of a few industry associations, however, they did name individual 
officers.” In a great many instances over the intervening years, cor 
porate officers have been named as respondents, particularly in cases 
arising under Section 5 of the Federal Trade Commission Act. In the 
past we have not done it in every case, and I would suggest that 
some of the criteria for the course to be pursued include the scope and 
breadth of the evil being attacked. Tied to this is the conscience of 
the industry: What past record, if any, does the industry have of clean 
ing its own dirty linen or—to frame it another way—how active is 
the industry in pressing the perimeter of the law or in conceiving new 
devices of evasion? Another consideration in particular cases is as t 
whether or not the corporate conscience will be effectively stirred 
or must it be supported by the conscience of its officers’ being under 
the cloud of possible personal financial penalties? Still another is as 
to where the particular case fits into the mosaic of law enforcement. 
This I emphasize because a regulatory climate is an enforcement 
climate. 

Consideration of these and other criteria is precisely the modus 
operandi which the Congress intended administrative agencies to 
pursue. Based on these premises, then, | would expect that those 
who occupy positions of executive direction and control, whether 
their companies sponsor advertisements or prepare them for others, 





*FTC v. Association of Flag Manufac- dlery Association of the United States, et 


turers of America, et al., Dkt. No. 18, 1 al., Dkt. No. 16, 1 FTC 335 (1919). 


FTC 55 (1918): FTC v. The Wholesale Sad- 


ag 
Lic 
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would be the most likely individuals to be considered as possible 
respondents. How far into the business operation it might become 


necessary to go would be determined in a particular case on the cri 


teria set forth above. 


Attorney General's Recommendation 


In his report to the President, the Attorney General said: 


In cases involving talse or deceptive advertising the FTC usually proceeds 
against the advertiser, rather than the broadcastet However, it has authority 
to proceed against a broadcaster engaged m the false advertising of foods, drugs 
devices or cosmetics. I recommend that it do so in appropriate cases.” 


The impact of this recommendation, of course, has an entirely 
different thrust from that of the identity of respondents in cases 
before the commission. In the first place, it presupposes the com 
mission’s seeking injunctive relief in a federal district court against 
someone engaged in a food, drug or cosmetic business. That first 
question raises the possible naming of individuals as defendants, but 
let us pass that. Second would arise the question of seeking an in 
junction against the broadcaster. Third, | think, there is necessarily 
implied the question of pursuit of such a course against other media, 
for I do not see in Section 13 of the Federal Trade Commission Act 
any comfort for newspapers and the other named media except that, 
in issuing its injunction, the court should be considerate of publi 
cation schedules and avoid a harmful disruption of them. 

This course of action, which is of particular interest to this sec 
tion of the bar—being one of the enforcement tools at hand—Il would 
foresee as one likely to be considered by the commission if any of 
our investigations demonstrate that otherwise there is jurisdiction for 
taking the route. The continued replay of commercials questioned by 
a commission complaint, with resulting public interest in why the 
commercial has not been stopped, is almost an invitation—if not a 
dare—to test our resolve. Be that as it may, decisions with respect 
thereto doubtless will continue to be made on the basis of the appli 


cation of reasoned criteria. 


‘“Payola’’ and ‘‘Push Money”’ 


Another recent action of the commission which should interest 


this section is our complaints with respect to “payola,” and its import 


~P. VII. See also p. 38. where it is proceed directly against a broadcast li- 
stated censee or network engaged in the dissemi- 

“The Commission ordinarily proceeds nation of false advertising of foods, drugs 
against the advertiser rather than the sta- devices or cosmetics (15 U. S. C. § 52-55) 
tion or the network However, it may 
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insofar as this section is concerned. “Payola,” aside from any element 
of commercial bribery which might appear in a particular case, is, in 
its broadest sense, “push money.” In the amended trade practice rules 
for the cosmetic and toilet preparations industry, dated September 10. 
1954, there are prohibitions with respect both to commercial bribery 
(Rule 10), which cover the sale to the retailer or other commercial 
facility in the line, and to push money (Rule 18), which cover the 
ultimate resale. The question now opened, it would seem, is this: 
If a cease-and-desist order in “payola” requires public disclosure of 
such influencing factors as induce the playing of a record by a dise 
jockey, what reason is there for distinguishing between a recording. 
on the one hand, and perfume, lipsticks and nail polish, on the other? 

What public interest in records should impel any different public 
disclosure? I leave it to be pondered as to whether a consumer of 
recordings should be entitled to know about “payola” whereas a con 
sumer of cosmetics and toilet preparations need not know about “push 


money.” I do not express a view: I merely state a problem, 


Interstate Trade Commission's Role in Aiding Business 

Let me now, in conclusion, put these remarks in perspective, for 
this discussion has been carved out as a relatively small portion of the 
totality of the commission's responsibilities under the law. Enforce- 
ment without guidance, advice, consultation and leadership is not the 
mission. All of the principles espoused by President Wilson with re- 
spect to an interstate trade commission’s role in aiding business are 
as alive, as meaningful and as necessary today as they were in 1914. His 
crusade against private monopoly was paralleled by his recognition 
of the need of business for more than regulation alone. Our view is 
the same. 

Likewise, it appears clear from the total fabric of Mr. Wilson’s 
theories that he was not “soft” on enforcement. I think his strong 
attitude has suffered both in industry and bar circles from unwar 
ranted de-emphasis. | thought today an appropriate time to bring his 
de-emphasized views again to the surface [The End] 


COR 





Food Additives 
and Federal Meat Inspection 


By A. R. MILLER 


Dr. Miller, Director of the Meat Inspection Division, Agricultural 
Research Service, United States Department of Agriculture, Gave This 
Talk at the January 27 Meeting of the New York State Bar Association 


HE TERM “food additive” has come to be full of meaning during 

the past year or two in connection with the enactment of the food 
additives amendment to the Federal Food, Drug, and Cosmetic Act, 
and the administration of that amendment by the Food and Drug 
\dministration. There is even an inclination in some quarters to think 
that the food-additives control concept is something new in official 
food control and was introduced for the first time with the passage 
of the food-additives amendment. There are probably several reasons 
why food-additives control as it is experienced today in connection 
with the administration of the amendment appears to bear little re 
semblance to food-additives control as it has been administered down 
through the years under language contained in the Meat Inspection 
\ct of 1906. 


Actually, the opportunity of the meat-inspection program to ap- 
prove or disapprove the use of a food additive in a meat product sub 
ject to the meat-inspection law is at least as effective as the opportunity 
of the Food and Drug Administration to act under the food-additives 
amendment. Furthermore, the materials covered both actually and 
potentially are at least as inclusive as those covered in the food 
additive definition in the amendment. I say “at least” because, for 
one reason anyway, there is no so-called grandfather clause limiting 
the meat-inspection program's ability to act. 


QO 
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This similarity in the opportunity available to the Food and Drug 
\dministration and the meat inspection program to approve or dis- 
approve the use of an additive in a food apparently is not readily 
understood from a reading of the respective laws. The explanation of 
this is easy, because one is an inspection law and the other is not an 
inspection law. Simple language is usually all that is needed to 
accomplish an objective in a law that provides for continuous inspec- 
tion. In any case, the language of the Meat Inspection Law of 1906, 
as it relates to food-additives control in connection with an inspection 
program, has stood the test of time and has proved to be entirely 
adequate. 


In this connection | am reminded of an experience when the 
Delaney Committee was holding hearings on the probabilities con 
nected with a food-additives amendment to the food, drug and cosmetic 
law. Vincent A. Kleinfeld, who was then counsel for the committee, 
commented that such an amendment to the food, drug and cosmetic 
law would give the Food and Drug Administration the same kind of 
authority to approve or disapprove a food additive as has been tradi 
tionally accepted as being essential to the effective operation of the 


meat-inspection program under its law of 1906. 


Just what does the Federal Meat Inspection Act say concerning 


food additives? The following is quoted from that law: 


and said inspectors shall mark, stamp, tag, or label as “Inspected and 
passed” all such products found to be sound, healthful, and wholesome and 
which contain no dyes, chemicals, preservatives, or ingredients which rendet 
such meat, or meat food products unsound, unhealthful, unwholesome, or unfit 
for human food; and said inspectors shall label, mark, stamp, or tag as “In- 
spected and condemned” all such products found unsound, unhealthful, and 
unwholesome, or which contain dyes, chemicals, preservatives, or ingredients 
which render such meat or meat food products unsound, unhealthful, unwhole 
some, or unfit for human food, and all such condemned meat food products shall 
be destroyed for food purposes, as hereinbefore provided, and the Secretary of 
Agriculture may remove inspectors from any establishment which fails to so 
destroy such condemned meat food products . . . . [21 USC Section 74.] 


The law then authorizes the Secretary of Agriculture to issue 
regulations: 

and said Secretary of Agriculture shall, from time to time, make such 

rules and regulations as are necessary for the efficient execution of the pro- 


visions of this act, and all inspections and examinations made under this act 
shall be such and made in such manner as described in the rules and regulations 


prescribed by said Secretary of Agriculture not inconsistent with the provisions 


of this act. [21 USC Section 89.] 
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An understanding of just what opportunity the meat-inspection 
program has to approve or disapprove use of a food additive in a meat 
product depends on a knowledge of the basis provided by the law for 
setting up the inspection system. Here, too, the Meat Inspection Act 
of 1906 has stood up remarkably well. It provides simply that the 
interstate shipment of uninspected meat is prohibited and it enables 
the Secretary of Agriculture to set up an inspection program. 


Prohibited Acts and Penalties 


The following quotations from the act relate to the prohibited 
acts and the penalty: 


No person, firm, or corporation shall transport or offer for transportation, 
and no carrier of interstate or foreign commerce shall transport or receive for 
transportation from one State or Territory or the District of Columbia to any 
other State or Territory or the District of Columbia, or to any place under the 
jurisdiction of the United States, or to any foreign country, any carcasses or parts 
thereof, meat, or meat food products thereof which have not been inspected, 
examined, and marked as “Inspected and passed,” in accordance with the terms 
of this act and with the rules and regulations prescribed by the Secretary of 
Agriculture. [21 USC Section 78.] 


\ny person, firm, corporation, or any officer or agent of any such person, 
firm, or corporation, who shall violate any of the provisions of this act shall be 
ieemed guilty of a misdemeanor and shall be punished on conviction thereof by a 
fine of not exceeding $10,000 or imprisonment for a period of not more than two 
years, or by both such fine and imprisonment, in the discretion of the court 
{21 USC Section 88.] 

The prohibition against the movement interstate of meat which 
has not been inspected and which does not bear the mark of inspection 
is the essence of the program. There are several factors that operate 
to make this a very effective provision. To mention the obvious, you 
will see the importance of simply being required to show that a viola- 
tive shipment was not inspected and not identified with the mark of 
inspection, without regard for any question concerning wholesomeness 
or fitness for human food. 

The policing of this basic provision of the act that prohibits the 
movement interstate of meat which is not inspected and which does 
not bear the mark of inspection is further simplified by the fact that 
meat is a highly competitive commodity. Also, most jurisdictions 
have local statutes which prohibit entry of meat which has not been 
federally inspected. Thus it will be seen that our investigators have 
the ready assistance of meat packers whose business is affected by the 


shipment into their marketing area of violative product and we have 
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the cooperation of local official surveillance. In addition, the courts 
are responsive in handling cases involving violations of the Meat 


Inspection Act. 


The meat packer, then, finds himself in the position of deciding 
whether, or to what extent. the success of his business depends on his 
products being eligible for shipment interstate. This refers, of course, 
not only to shipments made by him in supplying his customers, but 
also to shipments made by his customers in satisfying their trade. A 
packer will not submit to the additional cost and inconvenience that 
he will experience in operating under the inspection program unless 
his business is of a nature that requires him to have inspected product 
for shipment in compliance with the law. The inspected packer sub- 
mits to the food-additives control requirements of the meat-inspection 
program, as he does to all of the other requirements of the program, 


because his business is of the kind that requires the inspection. 


The meat-packing industry in this country has long since changed 
from local enterprise to national enterprise. This has been true for a 
long time in meat production and wholesale distribution. In recent 
years, with the dramatic expansion of chain-store retailing, the national 
character of meat merchandising has gained emphasis. This means 
that chain stores find it necessary to buy inspected meat so that they 
can readily service, from their warehouses, their retail outlets in many 
states. Today approximately 80 per cent of commercially produced 


meat comes out of federally inspected plants. 


The meat packer applies for the inspection and meets the facilities 
requirements that justify the extension of the inspection to his plant. 
In his application he agrees to conform with the requirements of the 


law and the regulations. 
The Secretary is authorized by the law to provide inspection: 


For the purpose of preventing the use in interstate or foreign commerce, as 
hereinafter provided, of meat and meat food products which are unsound, unhealthful, 
unwholesome, or otherwise unfit for human food, the Secretary of Agriculture, 
at his discretion, may cause to be made, by inspectors appointed for that purpose, 
an examination and inspection of all cattle, sheep, swine, and goats 
[21 USC Section 71.] 


For the purposes hereinbefore set forth the Secretary of Agriculture shall 
cause to be made by inspectors appointed for that purpose, as hereinafter pro- 
vided, a post mortem examination and inspection of the carcasses and parts 
thereof of all cattle, sheep, swine, and goats . . .. [21 USC Section 72.] 





p 


al 





ADDITIVES AND MEAT INSPECTION PAGE 103 


For the purposes hereinbefore set forth the Secretary of Agriculture shall 
cause to be made, by inspectors appointed for that purpose, an examination and 
inspection of all meat food products , [21 USC Section 74.] 


The Secretary of Agriculture shall cause to be made, by experts in sanitation 
or by other competent inspectors, such inspection of all slaughtering, meat canning, 
salting, packing, rendering, or similar establishments in which cattle, sheep, 
swine, and goats are slaughtered and the meat and meat food products thereof are 
prepared for interstate or foreign commerce as may be necessary to inform 
himself concerning the sanitary conditions of the same [21 USC Section 76. ] 


The Secretary of Agriculture shall cause an examination and inspection 
to be made during the nighttime as well as during the daytime . (21 USC 
Section 77.) 

Accordingly, we have the packer operating under an official in 
spection program which he decides he must have in order to have in 
spected product to deliver to his trade. On the official side, we have 
the Secretary of Agriculture operating an inspection authorized by 
the law and extended to the packer at his request and on his agreement 


to comply with the rules and regulations. 


The inspection program provides all of those controls that are 
necessary to support the mark of inspection on the product which the 
packer must have in order to comply with the law. Included in these 
rules and regulations is the requirement that no material is permitted 
to be added to, or used in connection with, a meat-food product that 
will impair its wholesomeness. On this point, the regulations issued 
by the Secretary read: 

No product shall contain any substance which impairs its wholesomeness or 
which is not approved by the Director of Division. [9 CFR Section 18.7.] 

No fixtures or appliances, such as tables, trucks, trays, tanks, vats, machines, 
implements, cans, or containers of any kind, shall be used unless they are of such 
materials and construction as will not contaminate the product [9 CFR 
Section 18.6. ] 

A “U. S. retained” tag shall be placed by a Division employee at the time 
of reinspection on all products or the containers thereof which are suspected on 
reinspection at an official establishment or in the possession of such establishment 
of being unsound, unhealthful, unwholesome, or in any way unfit for human food 
[9 CFR Section 18.2.] 

“U. S. retained.” The carcass, viscera, part of carcass, meat, meat byproduct, 
meat food product, or other article so marked or identified is held for further 
examination by an inspector to determine its disposal. [9 CFR Section 1.1(0).] 

When the final inspection is made, if the [retained] article is condemned, 
the inspector shall stamp on or write across the face of the retained tag the 
phrase “U. S. inspected and condemned,” and this tag shall accompany such 
article into the tank. [9 CFR Section 18.2.] 
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It is a misdemeanor, punishable by fine and imprisonment, for any person 


to detach, or knowingly . . alter, deface, or destroy . . any 
tags . . . provided for in the Meat Inspection Act or in and as directed by 
the regulations . . . . [9 CFR Section 23.2.] 


The requirements concerning approval of additives are very well 
understood so that, in practice, prior approval is usually obtained be- 
fore the material is used. Approval is requested when a packer pro- 
poses to use an additive that has not been previously approved or 
when he proposes to use an additive that has been previously approved 
but its intended use differs from the terms of the approval. In this 
connection, when I use the word “additive,” I refer not only to those 
materials which are added directly to the meat food, but to all of those 
materials that enter into the environment of the food and may come 
in contact with it. For example, this latter group includes detergents, 
sanitizers, boiler compounds, insecticides and rodenticides, and food- 
contacting surfaces involving a wide variety of highly specialized food- 
handling equipment and, of course, containers. As for containers, 
modern packaging requires the review and approval or disapproval 
of a large number of synthetic resins, plasticizers, stabilizers, lubri- 


cants and pigments, 


There are many interests devoting considerable resources to the 
development of new additives and new uses for additives over the full 
range of ingredients and the tremendous variety of environmental ma- 
terials. This developmental work makes great contributions to the 
efficiency of food production and distribution. American enterprise 
needs the full benefit of these developments if it is to best serve the 
public interest, as it is represented not only by the food producer and 


the food distributor, but by the consumer as well. 


Certainly, all of these developments in the food field have value 
only when they are consistent with the maintenance of a safe food 
supply. This really goes beyond the consumer interest because the 
confidence of the consumer in his food supply is essential to the wel- 
fare of both the food producer and the food distributor. soth the food 
producer and the food distributor prosper when their market is at 
least stable and, at best, expanding and consumer confidence is es 


sential for this. 


The role of the food-control official, in terms of his responsibility 


to protect the safety of the food supply, can be expressed rather 


simply, but the implementation of this responsibility involves com- 
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plexities. It is important that the servicing nature of the official role 
in this additives-control field be clearly recognized by the official and 
appreciated by both the food producer and the food distributor. I am 
suggesting that the administrative process, as it applies to this par- 
ticular responsibility to approve or disapprove an additive, must be 


recognized as extending to the total public interest. 


Processing Additive Proposal 


Many questions must be resolved in the handling of a proposal 
to use a new additive. The questions involve problems that are inter- 
related, and usually each additive presents its peculiar set of problems. 

Probably the first question has to do with the acceptability of the 
additive as a food material. In most cases, this might be regarded as 
academic, but in some cases it is not only a real question, but also difficult 
to answer. For example, a proposal to use powdered bone as an in- 
gredient of meat foods raised the question as to whether, in fact, it 
might be regarded as a food material. Admittedly, it might have valid 
pharmaceutical use, but this did not necessarily qualify it as being a 
food material. This particular powdered bone had what appeared to be 
unobjectionable physical characteristics, and the background of bone 
selection and process of manufacture appeared to be above criticism. 
Two other considerations helped in making a decision with respect to 
the proposal. Applying the so-called necessity test, powdered bone 
could hardly be regarded as being even a useful ingredient of a food. 
\lso, it did not stand up under the toxicity test. Because of its high 
fluorine content, powdered bone was regarded as being an unsafe 
inclusion in the food supply in the manner contemplated by the proposal. 


In applying the review routine to an additive proposal, the “neces- 
sity” test has come in for a good deal of criticism as to whether it is, 
in fact, a valid test in view of the other safeguards surrounding the 
approval of an additive. Actually, the necessity test is not always 
applied strictly. Usually, the criterion becomes one of degree of use 
fulness. The standard of usefulness is the more practical one for most 
cases. The “necessity” doctrine must be retained intact, however, for 
full application to those cases where it is necessary to guard against 
increasing significantly the hazard level in the food supply. 

The question of the safety of the additive usually presents the 
most problems during the first phases of processing an application for 
approval of an additive. Usually, the Meat Inspection Division does 
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not conduct toxicity tests. It is the proponent’s responsibility to prove 
that the additive is harmless as it is proposed to be used. The Meat 
Inspection Division reviews and evaluates all available information 
concerning the safety of the additive. including that furnished by the 
proponent and that which is available in literature. The Meat In 
spection Division also identifies test patterns, to be used by the pro- 
ponent, that will be productive of useful information. 

The meat-inspection officials work closely with the federal food 
and drug officials in resolving this question of toxicity. Frequently. 
the Food and Drug Administration people have already considered 
a similar proposal, and their findings are invaluable in enabling the 
Meat Inspection Division to arrive at its decision. 

Safety in the use of an additive involves more than a considera 
tion of the degree of toxicity of the additive itself. For example, the 
nutritive value of the food in which the additive is to be used may be 
affected adversely by the additive. The additive may be incompatible 
with other ingredients making up the food. The use of the additive in 
a food may result in a chemical action producing compounds needing 
further examination in terms of their safety. 

The safety of an additive is not necessarily determined by its 
degree of toxicity. This may be the case when a chemical is com- 
pletely removed from the food after it has served its purpose. An ex- 
ample is the treatment of lard with sodium methoxide. This chemical 
acts as a catalyst in lard by splitting off the fatty acid radicals, which 
then go back into combination with the glycerin in a random manner, 
producing a rearranged fat of improved quality. Having served its 
purpose, the chemical is completely removed from the lard by washing 
the fat under vacuum with superheated steam. 

In the detergent field, oxalic acid and hydroxyacetic acid are not 
permitted to be used in the inspected plant because their use is con 
sidered to be hazardous on account of their toxicity. Insecticides that 
possess residual action are not permitted to be used in departments 
where edible product is exposed. Their use is limited to outside 
premises, fertilizer departments and certain storage areas. 

Vegetable gums are not acceptable for use in sausage products 
Because they are inert substances, they serve no useful purpose, and 
there are moisture limitations in sausages which preclude their use. 


Phenol sanitizers and pine oil are not permitted to be used in 


edible-products departments because of their objectionable odor 
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Because of limited space, comments must be confined to a few 
examples that illustrate some of the ramifications of questions that 
arise in connection with determining the safety of a proposed ad 
ditive. Assuming that a proposed additive is found to be safe under 
conditions of its intended use, there still remain other questions that 
must be resolved. The proposed additive must not result in conceal 
ment of inferiority in the food in which used. Labeling problems must 
be anticipated. There are also inspection questions, including those 
connected with export certification and import meat control. Finally. 
it might be observed that there must be a control procedure available 
to the inspector to see that an additive is, in fact, used according to 


the terms of the approval. [The End] 


FDA’S CONTINUING STUDY OF RADIOACTIVITY 
IN FOODS—JANUARY REPORT 


The Food and Drug Administration during January reported late 
findings in its continuing study of radioactivity in foods. Analyses of 
single samples of wheat, cabbage and potatoes from 12 states and one 
sample of soybeans from one of those states showed levels of Strontium 
°0 to be within the limits recommended by the National Committee on 
Radiation Protection and Measurements as permissible for lifetime 
exposure. 


In addition to the Strontium 90 analyses, the Food and Drug Admin- 
istration has completed several more measurements of total beta radio- 
activity in foodstuffs. The gross or total beta-radioactivity measurements 
showed that (1) the washing associated with canning or freezing of 
spinach reduces the total beta radioactivity content of this food by an 
average of about 60 per cent; (2) total beta radioactivity of fresh fruits 
grown in 1958 and 1959 averages about one tenth of the levels reported 
earlier for fresh vegetables grown over the same period; (3) total beta 
radioactivity of samples of dried fruits imported from various foreign 
countries is generally consistent with total radioactivity of fruits pro- 
duced in this country. 


The wheat samples showed the highest values for Strontium 90 
Of these, the highest of all was 60 micromicrocuries per kilogram in a 
sample of wheat grown in Colorado. The lowest value found among the 
wheat samples was eight micromicrocuries per kilogram of wheat grown 
in California. 


The single sample of soybeans showed a level of eight micromicro 
curies per kilogram. The soybeans were from Colorado 


Levels of Strontium 90 in the samples of cabbage ranged from a 
high of 41 micromicrocuries per kilogram in cabbage from Georgia to 
a low of two micromicrocuries in cabbage from California. Strontium 90 
levels in potatoes were lowest of the three groups—ranging from a high 
of seven micromicrocuries in potatoes from California and Ohio to a low 
of one micromicrocurie in a sample from Michigan. 
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This Paper, from the 1960 Meeting of the New York State Bar’s Section 
on Food, Drug and Cosmetic Law, Discusses Canada's Approach to a Dif- 
ficult Administrative Area. It Is Noted That at Present There Appears 
to Be No Need for a Legislative Amendment to Cope with Such Problems 


HE HANDLING of food additives in Canada has neither been 

illuminated by litigation nor made particularly interesting by con- 
troversy or legislative action as has been the case in the United States. 
Because of this, people may have gained an impression that there 
exists in Canada either a royal formula or a simple formula to handle 
the problem, or that we are unaware of it. 

Neither impression is correct. We are extremely conscious of the 
implications and complications of the growing problem of adding 
chemicals to food. Unfortunately, we have not as yet discovered any 
completely simple but satistactory method of dealing with it. 

While food additives have not proved explosive in Canada, we 
nevertheless are exposed to the hazards of fall-out from the United 
States. In the case of cranberries, the dose was less than lethal 
chiefly, I think, because our Thanksgiving takes place in October. We 
may not always be so fortunate! 

The expression “food additive,” which is euphemistically used to 
describe one or another of some thousands of chemicals sought to be 
added to a food, was not of general usage in Canada until attention was 
focused on the subject in this country. We do not have any definition 
of “food additive” and, apart from certain lists of permitted chemicals 
for certain purposes, we do not have any classification of what the 
expression may cover. As part of the fall-out hazard, however, it is 
altogether likely that we will be forced to devise a definition and pos- 
sibly a classification, and will then proceed to grapple with what seem 


to be the inherent complications in the handling of this vexing subject. 
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Meanwhile, the control of food additives is achieved in a numbet 
of ways and through a variety of devices. It will be my responsibility 
to attempt to explain the somewhat complicated processes which are 


involved under our legislation and with our handling of the problem 


Those of you who have had any connection with the food in 
dustry in Canada will be aware of the Food and Drugs Act and of the 
regulations made under it. For those of you who have not had this ex 


perience, I should perhaps explain briefly something of our legislation 


The Food and Drugs \ct is based upon the federal responsibility 
for the criminal law. It therefore has national application, and the act 
is dedicated to the protection of the consumer against health hazards 
and fraud in the manufacture and sale of foods, drugs, cosmetics and 
therapeutic devices. 

In keeping with the pattern of Canadian legislation, the Food and 
Drugs Act authorizes the Governor in Council, the Executive arm of 
the government, to make regulations having the force of law to cover 
almost any purpose connected with the prevention of harm or fraud 
in the manufacture and sale of articles with which the act deals. 

This system, which is also described as “delegated legislation,” 
permits a degree of flexibility that enables the legislation to keep in 
touch with the march of science in a highly technical field. Regula 
tions have the same force and effect as the act itself and violations are 


subject to the same penalties as are violations of the act. 
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Regulation-making Powers 


\mong the very wide powers which the act gives to make regu- 
lations is authority to deal with the labeling, packaging and adver- 
tising of foods; the use of any substance as an ingredient in a food; 
and the condition of sale of a food—all to prevent harm or deception 
to a consumer ora purchaser. Other regulatory authority provides for 
standards of composition, strength, purity, quality, methods of prepa- 
ration, manufacture, preserving or packing of a food and, last but not 
least, authority to exempt a food from all or any of the provisions of 
the act. The significance of this latter provision will become apparent 
in discussing the establishment of tolerances for certain chemicals 

It is through various regulations made under this broad authority 
that we handle or control food additives. 

For practical purposes, we divide food additives into two class! 
fications, the first being the intentional additives and the second the 


incidental additives. 


Additives Differentiated 


Intentional additives are those which are directly added to a food 
for a particular purpose. Among the various purposes for which ad- 
ditives are employed are maintenance and shelf life; inhibition of mold 
or bacterial growth or decomposition; and improvement of texture, 
appearance and palatabilitvy—to mention the principal purposes. 

The incidental additives are substances which are present in a 
food as a result of production, processing, packaging or storing. In- 
cluded in the incidental additives are residues of pesticides and fungi- 
cides. Incidental additives do not, as a rule, impart any desired or 
desirable quality to the finished food, but frequently are the result of 
unavoidable residues of substances that have been used to protect 
crops from the ravages of insects, molds, fungi, etc., or of chemicals 
used as part of the manufacturing process. 

Our legislation prohibits the sale of a food that has in or upon it 
any poisonous or harmful substance. Clearly, this—if literally inter- 
preted—would preclude the sale of many foods which naturally con- 
tain such substances, but in harmless amounts, or would preclude the 
sale of foods to which technically harmful substances have been added, 
but in harmless amounts. With respect to such foods or substances, 
tolerances have been provided under our legislation which permit of a food’s 


being exempted from all or any of the provisions of the act. Where a 
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tolerance is established, it is done through exempting from the men- 
tioned prohibition foods containing the substances in quantities which 
do not exceed specified limits. In other instances, a substance may be 
permitted by direct provision. 

Looking now at the incidental additives in respect of which toler 
ances have been established, there are two main classifications—(1) 
the heavy metals and fluorine and (2) the agricultural chemicals. 


Tolerances for Heavy Metals and Fluorine 
and for Agricultural Chemicals 


With respect to the heavy metals, which are arsenic, lead, copper 
and zinc, tolerances are established for them and for fluorine with 
respect to classes of substance or named foods. The substances in 
question are those which are found or used in foods and which contain 
these metals or fluorine, such as citric acid, sodium bicarbonate, 
aluminum compounds, to mention only three; the classes of foods are 
marine and fresh-water animal products, liver, fresh fruits and vege- 
tables and certain fruit juices and beverages. With respect to the 
substances or the foods, tolerances in parts per million are established 
and thus exempted from the prohibition referred to. 

The agricultural chemicals are similarly dealt with; with respect 
to each named chemical, a tolerance is established in parts per million 
for its use upon certain named agricultural products. For example, in 
the case of Aldrin, which is the trade name for an unpronounceable 
chemical, a residue of one part per million is permitted in certain 
fruits, vegetables and cereals such as asparagus, barley, cantaloupe, 
celery, strawberries, watermelon, wheat, etc. Another named chemi 
cal will be permitted with a tolerance in citrus fruits, another in 
certain named cereals, and so forth. 

Our list of agricultural chemicals is not only lengthy, but under 
constant review and revision. A regular procedure has been estab 
lished for dealing with additions to the list or modifications of it and 
members of the trade have been informed from time to time of the 
pr cedure to be followed. 

The number of changes which are requested would clearly sug 
gest that there are not likely any useful agricultural chemicals in re- 
spect of which some application has not been made. We may anticipate 
frequent changes in this important area as new information becomes 


available in the light of further research and experience. 
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Turning now to the more important subject of intentional addi- 
tives, the regulatory control is exactly in accordance with the pur- 
pose for which the additive is used. 

In most instances an intentional additive its used as a preservative. 
Where this is so, the control of this class of additives is under the part 
of our regulations which deals with the use of preservatives in foods. 

In addition to preservatives, artificial colors, flavors, emulsifiers, 
stabilizers and jelling agents, all of which impart no nutritive quality 
to a food, can be considered as additives. These substances are, there- 


fore, individually or separately dealt with. 


Control of Preservatives 


Because by and large the bulk of additives are used as preserva 
tives, | will attempt to outline, in nontechnical terms, their control 
under our regulations. 

Division 16 of the regulations establishes a list of substances that 
may be used as preservatives and provides that no person shall sell 
or use any preservative unless it 1s so listed. There is thus established 
a permitted list of additives that come within this classification. The 
substances so referred to are divided into four classifications, and the 
control differs in accordance with the classification. 

Class I covers the simplest preservatives, and includes vinegar, 
salt, spices, smoke, and other substances that have traditionally and 
historically been used as preservatives in food without necessarily 
being considered chemical additives. I should perhaps also mention 
alcohol, which is included but which may be considered to have virtues 
in addition to its preservative purpose. Classes IT, II] and IV enumer- 
ate other types of preservatives, such as antimicrobial substances and 
antioxidants, and they make special provision for the conditions of use, 
including labeling. 

Where a standard ts established for a food, the standard will indi 
cate whether a preservative may be used and, if so, of which class. 
In the case of nonstandardized foods, the control arises through the 
limitation on what can be used as a preservative and through limita 
tions being placed upon amounts, whether or not they can be used in 
combination and by appropriate labeling. In other words, tolerances 
have virtually been established for preservatives in Classes II to IV. 


In the case of color, our regulations follow closely the list of 


natural colors permitted in the United States. We also provide a list 
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of coal-tar colors which parallels the list of those certified in this 
country. When a color is delisted here, the probabilities are that 
similar action will be taken in Canada. This was the case a few years 
ago, when Oil Red XO was used to color Florida oranges and was 
considered unsafe for continuous use. When the use of this particular 
color was temporarily restored in the United States, we did not revise 
our regulations accordingly until the new color Citrus Red No. 2 had 
been developed and shown safe for use. Here a tolerance was estab 
lished for the use of this color at a level of two parts per million. 

While we have authority to, and do, establish tolerances for color, 
the exercise of this authority must have regards to the dangers, real or 
apparent, associated with the particular color. A case in point arises 
out of the delisting last spring by the federal Food and Drug Admin 
istration of Yellows Nos. 4 and 3, which in our regulations are de 
scribed as Yellow OB and Yellow AB. 

Notwithstanding the delisting of these colors in this country, we 
could have established a tolerance for their use in Canada that would 
have been satisfactory to the dairy and margarine industry had it not 
been for the suggestion of a carcinogenic potential. 

While we do not have any so-called cancer clause in our legisla 
tion, it would be naive to assume that the administration would, in the 
absence of overwhelming consumer need, ignore reliable medical or 
scientific evidence indicative of a carcinogenic possibility in the use of 
a color, or any other food additive for that matter. 

It can, I agree, be strongly argued that the delisting of a color or 
the denial of a chemical in food processing based upon scanty evidence 
places an added burden or hardship on industry. As against such 
argument, the administration,must keep in mind the purpose of the 
legislation, which is to protect the consumer from injury to health as 
well as from fraud. Sensitive areas can, | appreciate, develop because 
scientific work may demonstrate the possibility of induced cancer 
through the excessive use of even the most harmless substances. 

I suggest, however, that it would be asking too much of an agency 
of government to ignore reliable scientific evidence, scanty as it may 
be, and permit the use of a color or a chemical which is demonstrated 
to have some potential for harm either as a carcinogenic agent or for 
its effect upon any part or function of the body. 

Regardless of whether our legislation contains a cancer clause, it 


is altogether unlikely that our regulations will be used to permit the 
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use of a chemical or a color, even with a low tolerance, where there 
is any reputable or reliable evidence of a health hazard in its use. This 
is not only a matter of policy, but is common sense based upon the 
traditional and, | think, desirable caution of a government agency in 
a health field. 

Turning now from preservatives and colors to other types of addi- 
tives, the control through our regulations is also in accordance with 
the purpose of use. Chemicals used to prepare artificial flavors may, 
under certain circumstances, be considered as additives. The control 
is through the definition of an artificial favor and appropriate labeling 

Synthetic vitamins and the like which may be used in foods are 
not, however, considered in Canada to be additives within the meaning 
that is given to the expression. When substances like ascorbic acid 
and tocopherol are used to preserve foods, these, however, come within 
the meaning of additives and are subject to the over-all control. 
Emulsifiers, stabilizers and jelling agents are not classified or stand 
ardized. There are particular regulations, however, which deal with 
their use. 

The above, in broad outline, are the methods which we employ 
in Canada to handle the use of additives to foods. 

The question that naturally arises at this point is: How does one 
obtain authority or permission through a regulation to use an addi- 
tive? What criteria has the department established in reaching a 
decision with respect to a change in the regulations ? 

For those who have not had any experience with the Canadian 
regulation-making process, it may be useful to review it briefly. 

| have referred to the authority which the act gives to the 
Governor in Council to make regulations. Procedurally, a regulation 
in this field reaches the Governor in Council on the recommendation 
ot the Minister of National Health and Welfare. In the first instance. 
the need for a regulation may either be initiated in the Food and Drug 
Directorate on the basis of its knowledge and experience or it may be 
initiated with the directorate by a request, submission, petition, or 
other form of application from a member of industry or a branch of 
industry. The directorate gives full consideration to the situation 
and the problem and if satisfied that the public interest will be served 


by a new regulation or a change in present regulations, the directorate 
considers the form which it should take. After being put into what I 


hope is usually a reasonable facsimile of “legal language’—for I am 
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responsible for this part of the operation—the regulation is then sub 
mitted to the minister for presentation to the Governor in Council 

Those of you who have had any experience with this procedure 
will, | think, support my statement that when a good case is made out, 
the making of a regulation or an amendment to one is not a costly, 
tedious or drawn-out procedure, but is handled with expedition and 
dispatch. I should perhaps point out that our procedure does not 
involve or require any form of public hearing or inquiry 

The directorate, in accordance with long experience, has estab 
lished four types of criteria to evaluate the need for the addition of a 
chemical to a food: 

First, data and information must be furnished to show that in the 
light of present knowledge the additive as used is harmless. Second, 
evidence must be shown of a need or technological justification for 
the use of the additive as being in the interest, or for the benefit, of 
the consumer. 

Before passing on to the other two types of criteria, it is of some 
historic interest to note that in 1905 Dr. Andrew MeGiil, who was then 
the chief dominion analyst for Canada and the counterpart of Dr 
Harvey W. Wylie. annouced to the British Medical Association the 
criteria which, in his opinion, should determine the use of preserva 
tives in food. The first two tests that he enunciated were almost 
identical with the above. He stated that the harmlessness of a pre 
servative should be demonstrated unequivocally and that the general 
principle that every new thing should show cause for its existence 
must be applied to the use of preservatives in foods. 

Returning to the present, the third criterion is the availability of 
a reliable method of assay for determining how much of the chemical 
is, and will be, present in the food. The fourth and last criterion is 
that an additive must not conceal damage or lead to the perpetration 
of any form of fraud. 

In explaining in general terms the procedure to be followed in 
seeking authority to use an additive, an application of the four tests 
or types of criteria which | have described will be used to determine 
whether the department is prepared to recommend to the minister and 
in turn, to the Governor in Council that a new regulation be passed 
or present regulations be amended. 


The above in broad outline describes how food additives are 


handled in Canada under present legislation. Our system may appear 
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complicated at first glance but | think, on examination, that this will 
not be found to be so. It has proved a reasonably satisfactory and 
workable procedure which permits our administration to keep abreast 
of a growing and increasingly difheult problem. If we were to change 
our approach—and this may be inevitable—I question whether the 
basis on which we operate would be different; | am sure that any 


change would be in appearance and not in form. 


No Apparent Need at Present for Legislative Amendment 


In other words, we may produce a definition of an additive or 
we may classify additives or even attempt to pull the whole problem 
together as a special part of our regulations but, if we do, the au 
thority to which | have made reference will be the authority em 
ployed. It does not appear at the present time that we have any need 
for any legislative amendment to the act to cope with the problem as 
it is presently known. 

I hope that my outline has given a reasonably clear picture of our 
approach to this difficult area in food-law administration. To those of 
you who have had any dealings with us, I need not repeat this, but 
to those of you who have not, we are always glad to answer inquiries 
and to assist to the best of our ability in the handling of a problem 
in Canada. If we can be helpful, please do not hesitate to get in 
touch with us. 


Tribute to Charles Wesley Dunn 


[ cannot conclude my presentation without reference to the deep 
sense of loss that I personally feel, and which is shared by others in 
the Food and Drug Directorate, in the passing of Charles Wesley 
Dunn. It was through Mr. Dunn’s original invitation that we have 
been privileged to participate in meetings such as the present one. We 
have learned a great deal through these meetings and I hope, in turn, 
we have been able to explain something of our administration and 
philosophy. The sharing of views on common problems which affect 
two countries cannot help but be of mutual advantage. I would there- 
fore like to take this occasion publicly to record our very deep ap 
preciation for the opportunities Mr. Dunn has afforded us in this 


[The End] 


important field. 


CISL) 








The Food-Additives Amendment— 
Its Effect on Veterinary Drugs 


and Feeds 


By CHARLES F. HAGAN 


The Writer, Attorney for Charles Pfizer & Company, of New York City, Ad- 
dressing the Recent New York State Bar Meeting, Noted: Areas of Industry- 
FDA Disagreement Concerning the Amendment Are Now Fairly Sharply Defined 


A BILL, H. R. 13254, which became known as the food-additives 
amendment to the Federal Food, Drug. and Cosmetic Act, was 
enacted on September 6, 1958, after very extensive Congressional 
hearings over a period of six years. Although the subject of additives 
to animal feeds was discussed during the hearings and is mentioned 
in both the House and Senate committee reports on this bill, I believe 
it is accurate to say that at the time of its enactment neither FDA 
nor industry fully appreciated the impact it would have on veterinary 
drugs and on drugs and other additives to animal feed and drinking 


water. 


I'm certain that all of us at this meeting realize that when legisla 

tion is enacted giving a government agency a new licensing authority 
particularly legislation as complex in nature and as sweeping in 
scope as the food-additives amendment—it will be followed by a 
shakedown period during which there will be a good deal of confusion 
and controversy—between, within and among the affected industries 
and the particular government agency involved—as to how the new 
legislation should be administered and interpreted. During the past 
16 months, we have indeed been going through just such a period. 
I'm told that a shakedown period also followed the enactment of the 


1938 Food, Drug, and Cosmetic Act, particularly with regard to the 
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licensing authority created by that statute over new drugs. When 
the 1938 Act was passed, the drug industry was most apprehensive 
that the requirement for obtaining Food and Drug Administration 
clearance prior to marketing any new drug would result in substantial 
difficulties and delays and would, therefore, sharply limit the number 
of new drugs which would become available for the treatment and 
prevention of disease. Industry's apprehensions, however, proved ulti- 
mately to be unfounded and, over the intervening years following the 
shakedown period, industry came to admire FDA’s reasonable and 
efficient handling of new-drug applications. Today we find, with few 
exceptions, that industry and FDA are in agreement on the interpreta 


tion of the various provisons of the new-drug section. 


With all candor, however, | must say that, in the light of FDA’s 
present interpretations—to the extent we now know them—of the 
application of the food-additives amendment to veterinary drugs and 
other additives to animal feed and water, I do not foresee that the 
future experience under this amendment will parallel our experience 
under the new-drug section unless a number of these interpretations 
are either revised by FDA or appropriate amendatory legislation is 
enacted. 


During the first 16 months under this amendment, sharp disagree- 
ment has developed between industry and FDA as to the proper 
interpretation of some of the most critical provisions of the amend 
ment. This disagreement has matured to a point where industry now 
realizes that unless FDA revises a number of its interpretations, or 
such revision is accomplished by legislation, the development of new 
drugs for animal use, particularly in feeds, and indeed the improve- 
ment and development of new uses for existing drugs will be sharply 
curtailed. Secretary Flemming has recognized some of these diffi- 
culties and has said that he will seek appropriate legislative revision 


to overcome those particular difficulties. 


Before discussing some of the principal interpretations on which 
such disagreement exists, let me say that I welcome the opportunity 
to present this paper because I believe this is the opportune time for such 
a discussion. The areas of disagreement are now fairly sharply defined 
and yet I believe that, because these interpretations are relatively 
recent, FDA is not yet so firmly committed to any particular inter- 


pretation as to cause any major upheaval should it elect to make some 


changes. Moreover, this week the House Interstate and Foreign 
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Commerce Committee commenced hearings on proposed color-additives 
legislation, and the indications are that some of the food-additives 
amendment problems which I will discuss will also be involved in 


those hearings. 


When Is Drug for Animal Use a Food Additive? 

Section 201(s) of the Act defines a “food additive” as any sub 
stance “the intended use” of which results, or may reasonably be 
expected to result, in its becoming a component, or affecting the 
characteristics, of food, except that certain substances are exempted 
from this definition. 

Inasmuch as Section 201(f) of the Act defines “food” to include 
articles used for food or drink by man or animals, | do not disagree 
with FDA’s position that drugs and other additives to animal feed 
and drinking water are food additives unless exempt. Inasmuch as 
newly developed drugs for use in feeds will normally also be new 
drugs, however, an unfortunate overlapping develops between Sec 
tions 505 and 409; this will be discussed below. 


The question as to whether drugs which are administered to 
animals, other than in feed or drinking water, are food additives is a 
more difficult one. It is my understanding that FDA is making this 
determination on a case-by-case basis, with the determining factor 
being whether there is a likelihood that residues of the drug will be 
found in the edible portions or products of treated animals. An area 
of disagreement between industry and FDA has arisen with regard 
to whether drugs which will leave no residues if discontinued a certain 
period before slaughter, and the labeling of which directs such discon 
tinuance, require food-additive clearance. | understand it to be FDA’s 
position that such clearance is required. Industry takes the contrary 
view. It seems to me that FDA's position ignores the fact that under 
Section 201(s), the determination of whether a substance is a food 
additive depends on its “intended use.” I submit that the use of such 
a drug which is intended by its manufacturer includes the withdrawal 
period specified in its labeling and that, if no residue will result when 
so used, the drug as to him is not a food additive. If the withdrawal 
period is not allowed by a farmer, and a residue results, that con 
stitutes a misuse of the drug and is a violation of the Act. 

lf the determination of whether food-additive clearance is required 
is permitted to turn on whether a substance would be a food additive 


if misused, there are probably relatively few substances used in animal 
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or human food that would not require clearance. Salt is not a food 
additive because in the quantities normally consumed it is generally 
recognized as safe. However, an excess consumption of salt can be 
dangerous and even fatal. Does this possibility of misuse require salt 
to be cleared under Section 409? The answer is clearly “no,” and the 
reason is that under its intended conditions of use it is generally 


recognized as safe and, therefore, is not a food additive. 


Delaney Amendment 


\ discussion of the exemptions from the definition of “food addi- 
tive’ will be more meaningful if we first discuss the so-called “Delaney 
Amendment.” The portion of this amendment which is most con 
troversial provides in effect that a food additive cannot be cleared for 
use in food if it is found to induce cancer when ingested by man or 
animal. I understand that FDA interprets this provision as an out- 
right bar to the use in food for animals and man of any substance 
which in any quantity, under any conditions, in any animal or man, 
induces a cancer. I do not know whether our knowledge of cancer has 
reached the point where the scientists can tell us that there are levels 
at which such substances, or some of them, are safe for use in human 
food. In view, however, of the enormous amount of research concern 
ing cancer which is under way, if that point has not yet been reached 
it may soon be. Secretary Flemming has said that when that point 
is reached he will propose an appropriate revision to the Delaney 
\mendment which will authorize the use in food of safe levels of 


such substances. 


I submit that the question of whether such a substance can safely 
be used in human food is properly one for determination by the scien 
tists on a case-by-case basis, and that it is a mistake to foreclose such 
determinations by a legislative mandate to the effect that such sub 
stances are per se prohibited. As in all other areas covered by the 
food-additives amendment, the clearance of such substances should 
turn on whether “safety under the conditions of intended use” can 
be established. 

The principal application of the Delaney Amendment to date has 
involved the use, primarily in animal feeds, of diethylstilbestrol (DES) 
and certain organic arsenicals. Diethylstilbestrol has been reported 
to cause cancer in some species of laboratory animals, and I under 


stand that FDA suspects that these organic arsenicals may also 








AMENDMENT—EFFECT ON VETERINARY DRUGS AND FEEDS PAGE 121 


cause cancer in certain animals, since it is believed by some that 
inorganic arsenicals do. I’m told that DES is used to promote growth 
and increase feed efficiency in over 70 per cent of the cattle feed 
available today. The organic arsenicals are used to promote growth 
and/or to fight the disease coccidiosis in 70-80 per cent of broiler feeds 
and in a large percentage of the swine feeds available today. 

Undoubtedly, the most widely discussed controversy to date 
under the food-additives amendment has arisen due to the interplay 
between FDA’s interpretation of the “per se” nature of the Delaney 
Amendment prohibition and FDA’s extremely narrow interpretation 
of the scope of the exemptions from the definition of “food additive,” 
and the effect of this interplay on the use of DES and arsenicals 
in feed. 


Scope of Exemptions 


In order to understand the serious nature of this controversy, a 
discussion of the two principal exemptions from the definition of 


“food additive” is necessary. 


Prior Sanction or Approval_—As before mentioned, Section 201(s) 
defines “food additive” and it excludes from that definition “any 
substance used in accordance with a sanction or approval granted” 
prior to September 6, 1958, under, among other statutes, the Federal 
Food, Drug, and Cosmetic Act. The Food and Drug Administration 
and industry agree that the Administration's action prior to that date 
in making effective a new-drug application (NDA) for a drug for 
animal use constitutes a prior sanction or approval. The Administra- 
tion and industry sharply disagree, however, on the scope of the 
exemption resulting from such prior sanction or approval. 

It is FDA’s position that such an exemption is a “personal” one 
and extends only to the particular applicant or applicants who had 
NDA’s made effective prior to that date. As I understand it, this 
interpretation is based on the fact that new-drug applications are 
regarded, for the purposes of Section 505, to be individual approvals. 
In other words, each manufacturer wishing to market a new drug must 
first obtain an effective NDA even though other manufacturers have 
already obtained effective applications for the identical drug. The 
good sense in such a requirement, for the purposes of Section 505, is 
apparent, since it gives FDA control over the manufacturing and 


control procedures, labeling, etc., of new drugs. It seems to me, how- 


ever, to be wholly artificial to conclude that because individual sub- 
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missions of new-drug applications are required under Section 505, it 
therefore follows that FDA’s action in making such applications 
effective is not, for the purposes of Section 201(s), a sanction or 
aproval for the drug, but is only a sanction or approval for the drug 
when manufactured by the persons who received effective applications 
prior to the amendment. This interpretation, reduced to its essence, 
amounts to saying that a substance intended for a particular use, at 
one and the same time, both is and is not a food additive! I cannot 
believe that any such incongruity could possibly have been the intent 


of our Congress. 


Indeed, the portions of both the House and Senate committee 
reports on H. R. 13254 which deal with this exemption speak of it in 
terms of “substances already approved” under the Act and not in terms 
of exempting substances only when manufactured by particular per 
sons. The pertinent portion of the amendment itself (Section 201(s) 
(3)) reads the same. I submit that it is the drug which has the 


sanction, and not its manufacturer! 


The effect of this interpretation, of course, is that FDA regards 
the use of DES in those feeds which received effective NDA’s prior 
to the amendment to be exempt from the amendment, including the 
Delaney provision, and, consequently, the holders of those NDA’s are 
permitted to continue to market their feeds containing DES. Manu- 
facturers who wish now to market a feed containing DES for the first 
time, however, are considered not to have the benefit of the exemption 
and, indeed, FDA takes the position that the use by such manufac- 
turers of DES in feed is completely barred by the Delaney Amendment. 


General Recognition of Safety.—The second exemption which is of 
considerable importance in this area applies to additives to food or 
feed which are “generally recognized” by qualified experts as safe 
under the conditions of intended use. I understand that FDA pretty 
much agrees with industry’s position that when a drug for veterinary 
or feed use becomes an “old drug,” it is exempt from the food-additives 
amendment, since (as the result of the definition of “new drug” 
contained in Section 201(p)) a drug only attains this status when it 
is “generally recognized” by qualified experts as safe under the con- 
ditions prescribed in its labeling. The test, therefore, is the same in 
both cases. It is my understanding, however, that FDA takes the 
position that such drugs are not a/so exempt under the “prior sanction 


or approval” provision even though they received NDA clearance 
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prior to enactment of the amendment. I'm unable to understand why 
a drug should lose the sanction which it received via new drug clear 


ance merely because it is no longer a “new drug.” 


Perhaps the most serious consequence which is presently resulting 
from FDA’s restrictive interpretations as to the scope of the above 
two exemptions involves feeds which contain both an exempt drug 
and a newly developed nonexempt drug. I understand it to be FDA’s 
position that when a drug which is exempt, either on the basis of 
general recognition of safety or prior sanction, is used in a feed con 
taining a nonexempt drug, the exemption for the otherwise “exempt” 
drug becomes, in effect, inoperative. In other words, FDA interprets 
the scope of such exemptions to apply only to specific combinations 
of drugs which received prior NDA clearance or to combinations of 
old drugs. I understand that this interpretation applies even though 
there is no interaction between the exempt and the nonexempt drug 
or drugs involved, and even though the nonexempt drug is itself 
cleared for use in feed under both the new-drug and food-additives 


sections. 


This interpretation has caused drastic curtailment in research for 


new drugs for use in animal feeds for the following reasons: 


(1) As mentioned earlier, 70 per cent of cattle feed and 70-80 per 
cent of broiler feeds and a high percentage of swine feeds contain 
DES or arsenicals. The effect of the above-discussed FDA interpreta 
tion is that the combination in a feed of either of these drugs with a 
newly developed drug is prohibited by the Delaney Amendment. In 
view of the well-established commercial position of DES and arsenicals, 
and their relatively low cost. it is unlikely that the percentage of the 
feed market which they presently enjoy will be reduced for some time 
to come. The practical effect of FDA’s interpretation, therefore, is 
to prevent outright the use of newly developed drugs in the high 
percentages of feeds discussed above. It seems clear that the high 
cost of research for new drugs for feed use, and of obtaining the 
necessary safety and efficacy data, cannot be justified when any such 
new drug is automatically barred from 70-80 per cent of the feeds 
presently marketed ! 


(2) Leaving aside DES and arsenicals, it would be a rarity today 


for a new drug to be developed which would be used as the sole drug 


component in a feed. Normally, the market for such drugs is in com 
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bination with exempt drugs. Under FDA's interpretation, however, 
none of the drugs which would be incorporated in a feed with a newly 
developed drug would have an exemption and, consequently, each 
drug in the combination would be subject to the full requirements 
for safety and other data specified in the amendment, even though 
the safety of all the older drugs used in combination with the newl: 
developed drug has been established prior to the amendment when 
NDA’s were made effective for their use in feed. Moreover, as a 
practical matter, it is my experience that the data on the basis of 
which NDA’s were made effective for these drugs will generally not 
be considered sufficient by FDA for food-additive clearance, particu 
larly in view of the provisions of the amendment dealing with metabolites 
and practical methods of assay. The combination of a nonexempt drug 
with an exempt drug or drugs will normally be a new drug. Such 

combination, therefore, must be cleared under Section 505, but I 
submit that it is not also required by the Act that the exempt drugs 


in the combination be cleared under Section 409. 


I submit that FDA is giving far too restrictive a scope to these 
exemptions. If FDA should place the same restrictive interpretation 
on direct additives to human food, and should vigorously enforce it, 
it seems to me that food technology would promptly come to a full 
halt. To illustrate, if Company X should develop a new preservative. 
it would undoubtedly be used in a wide variety of foods containing 
many, and conceivably almost all, of the 182 chemicals generally 
recognized as safe on the first FDA “white list,” as well as those on 
subsequent lists and those which have received specific FDA sane 
tions. If the exemptions for these chemicals become inoperative when 
used in foods in which the new preservative is also used, and it is 
therefore necessary to submit for each such chemical a petition con 
taining all of the data required by Section 409(b), the enormity and, 
indeed, the manifest impossibility, from a practical point of view, of 


assembling such data are readily apparent. 


I understand that Secretary Flemming plans to propose to Con- 
gress that the food-additives amendment be revised so as to overcome 
the situation described in the first-mentioned reason above, by per- 
mitting FDA to make additional NDA’s effective for carcinogens 
when they do not remain as residues in edible portions or products 


of treated animals and to authorize FDA to revoke automatically any 


existing NDA’s for carcinogens which do remain as residues. I have 
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not seen the amendatory language which Secretary Flemming intends 
to propose, but, if my understanding of his proposal is correct, it 
would overcome the present situation wherein some people can manu- 
facture feeds containing DES while others cannot and it would also 
remove the bar to obtaining FDA clearance for use of newly developed 
drugs in the high percentage of feeds which presently contain DES 


and arsenicals. 


We can only speculate, however, as to when or if such revisions 
will be enacted. Meanwhile, if FDA continues the above narrow 
interpretations as to the scope of the exemption for feeds containing 
DES, the monopoly position thereby given the feed manufacturers 
who have exemptions must of necessity have a tremendously adverse 
commercial impact on those who do not. In addition, research for 
new drugs for feed use is bound to become even more drastically 
curtailed as the full restrictive effect of this interpretation becomes 


fully realized. 


Overlapping of Sections 409 and 505 


I would like to comment briefly on the confusing questions of 
procedure which have developed with regard to such new drugs as 
are also food additives. It would appear that such drugs must be 
cleared under both Sections 409 and 505. Under Section 409, FDA 
has a maximum of 180 days after filing to issue an order on a food 
additive submission, but this order will be stayed if objections are 
filed, stating reasonable grounds, until after a public hearing is held 
and decided. Under Section 505, however, a new-drug application 
automatically becomes effective, at the latest, 180 days after filing 
unless FDA prior thereto has issued an order denying the application. 
What happens if, at the end of the 180-day period, FDA issues a 
favorable order on such a drug under Section 409, and then objections 
are filed which require a public hearing? The new-drug application 
at that time will automatically have become effective. It is, therefore, 
possible that an applicant could obtain an effective NDA on a drug 
and yet find that, after a public hearing, FDA would issue an order 
denying food-additive clearance for the drug. 

An equally confusing situation exists with respect to judicial 
review of an order denying clearance to a new drug which is also a 
food additive. Under Section 505, and regulations thereunder, the 


applicant is entitled to an informal, nonpublic hearing on an order 
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denying his application, with a right to appeal to the United States 
District Court. Under Section 409, however, the administrative hear 
ing is public, and the appeal is to the United States Circuit Court of 
\ppeal. Which administrative and judicial route is such an applicant 
entitled to? I don’t have the answer, but it would be my hope that 


he could take his choice. 
Conclusion 


Because of space limitations, | have been able to touch upon only 
some of the highlights of the problems in connection with the current 
effect of the food-additives amendment on veterinary drugs and drugs 
for use in animal feed and drinking water. The drugs which have 
already been developed have contributed greatly to the present abundance. 
at reasonable prices. of meat. milk and eggs in this country. The 
modern feed lot and broiler-raising operations, which have reduced 
so substantially the cost of raising livestock and poultry, would not, 
I'm told, be practicable without these drugs. New and improved drugs 
will be necessary for further advancements. Unless appropriate legis 
lative and/or interpretative revisions are forthcoming without delay 
it can be predicted that the need for such drugs will not be met 


[The End] 


UNITED STATES-USSR—JOINT SCIENTIFIC MEETINGS 
ON CANCER AND HEART DISEASE 


Surgeon General Leroy E. Burney is extending an invitation to the 
minister of health of the Soviet Union to send between nine and 13 
Russian scientists to the United States in May for joint scientific meet- 
ings in the fields of cancer and heart disease, according to an announce 
ment on February 4+ by Secretary of Health, Education, and Welfare 
Arthur S. Flemming. The invitation is made under the provisions of an 
agreement, signed November 21, 1959, extending for two years the 
program of cultural exchanges between the United States and the USSR. 
Under the agreement’s terms, exchanges in the health field are to be 
negotiated directly between the United States Public Health Service and 
the USSR’s ministry of health. 

If Dr. Burney’s invitation 1s accepted, the cancer session will be held 
at Sloan-Kettering Institute in New York and at the National Cancer 
Institute in Bethesda, Maryland, during the first two weeks in May, 
Secretary Flemming reported. Dr. Burney is suggesting that special 
emphasis be given to a review of experimental chemotherapy and to the 
role of viruses in cancer 

For the joint meeting in the field of heart disease, the Service is 
proposing that four to seven Soviet scientists participate in a week-long 
meeting at Bethesda, with the following week at other centers. These 


sessions would begin May 9. 
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Product Liability Cases—1959 


By WILLIAM J. CONDON 


This Annual Review of Reported Cases Was Presented Before the New 
York State Bar Association Meeting in New York City on January 27. 
The Study Indicates a Case Range Which Embraced Foods, Beverages, 
Bottles, Drugs, Cosmetics, Trichinosis, Animal Feeds, and Whiskey 


E had approximately a 10 per cent increase in reported cases in 

1959. As always, most of the cases involved foods, beverages, 
exploding bottles, drugs, cosmetics and trichinosis. In addition, there 
were several animal-feed cases and one case involving a mislabeled 
fifth of whiskey. The list of cases, grouped according to the subject 
matter, follows: 


Foreign-Substance and Contaminated Food Cases 

Fulton v. American Sugar Refining Company, Inc., CCH Foop Druc 
Cosmetic Law Reports § 22,580 (DC Pa.). 

Beyda v. R. H. Macy & Company, Inc., CCH Foop Druc Cosmetic 
Law Reports {22,581 (N. Y. S. Ct.. Special Term, New York Co.). 

Tiffin v. Great A & P Tea Company, CCH Foop DruG Cosmetic 
Law Reports § 22,591 (Ill. App. Ct., 3d District) ; § 22,628 (IIL). 

Snyder v. lsaly Dairy Company, CCH Foon Druc Cosmetic Law 
Reports § 22,594 (Ohio CA, Mahoning Co., 7th District). 

Campbell v. Safeway Stores, Inc., CCH Foon Druc Cosmetic Law 
Reports § 22,595 (Municipal CA, D. C.). 

Halem v. Wagner Baking Corporation, CCH Foon DruG CosMeti 
Law Reports § 22,596 (N. Y. City Ct., Kings Co.). 

DeGraff v. Myers Foods, Inc., CCH Foop Druc Cosmetic Law 
Reports § 22,600 (Pa. Ct. of Comm. Pleas, Bucks Co.). 

Gladiola Biscuit Company v. Southern Ice Company, CCH Foop 
Druc Cosmetic Law Reports § 22,603 (CA-5). 
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Greenberg v. Lorenz, CCH Foop DruG Cosmetic LAw Reports 
© 22,038, 183 N. Y. S. 2d 46 (N.Y. App. Div., Ist Dept.). 

Courter v. Dilbert Brothers, Inc., CCH Foop DruGc Cosmetic Law 
Reports § 22,611 (N. Y. S. Ct., App. Term, 2d Dept.). 

Stokely-Van Camp, Inc. v. Ferguson, CCH Foop Druc CosMetik 
LAw Reports § 22,612 (Ala.). 

Swift & Company v. Wells, CCH Foop Druc Cosmetic Law Re- 
PORTS § 22,618 (Va.). 

Campbell Soup Company, Inc. v. Ryan, CCH Foop Druc Cosmetic 
Law Reports § 22,626 (Tex. Ct. of Civ. App.). 

Lewis v. Cooperative P & C Family Foods, Inc., CCH Foop DrucG 
Cosmetic Law Reports § 22,630 (N. Y. S. Ct., Oswego Co.). 

Bryer v. Rath Packing Company, CCH Foop Druc Cosmetic LAw 
Reports § 22,634 (Md.). 


Foreign-Substance Beverage Cases 

Coca-Cola Bottling Company, Inc. v. Everett, CCH Foon Drvuc 
Cosmetic Law Reports § 22,582 ( Miss.). 

Burke v. Associated Coca-Cola Bottling Plants, Inc., CCH Foon 
DruG Cosmetic Law Reports § 22,587 (N. Y. App. Div., 3d Dept.). 

Lee v. Coca-Cola Bottling Works of Greenwood, Inc., CCH Foop 
DruG Cosmetic Law Reports { 22,593 (Miss.). 

Leggieri v. Philadelphia Coca-Cola Bottling Company, CCH Foop 
Druc Cosmetic Law Reports § 22,599 (DC Pa.). 


Coast Coca-Cola Bottling Company v. Bryant, CCH Foop Druc 
Cosmetic Law Reports § 22,606 ( Miss.). 
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PRODUCT LIABILITY 


Newton Coca-Cola Bottling Company v. Shaw, CCH Foop Drvuc 
Cosmetic Law Reports © 22.607 ( Miss.). 

DeFrance v. Oestrike, CCH Foop Druc Cosmetic LAw Reports 
§ 22,009 (N. Y. App. Div., 2d Dept.). 

Gardner, d. b. a. Seven Up Bottling Company v. Baker, CCH Foop 
DruG Cosmetic Law Reports § 22,613 (Ala. CA) 

Gardner, d. b. a. Seven Up Bottling Company v. Sumner, CCH Foon 
DruG Cosmetic Law Reports § 22,617 (Ala. CA). 

Brown v. Coca-Cola Bottling Company, Inc., CCH Foon DrucG Cos- 
23 (\Wash.). 


METIC Law Reports § 22.6 


Jasper Coca-Cola Bottling Company v. Breed, CCH Foon Drvuc 


Cosmetic Law Reports © 22,033 (Ala. CA). 


Exploding-Bottle Cases 


Mason v. Canada Dry Bottling Company of Nashville, Inc., CCH 
Foop Druc Cosmetic Law Reports § 22,579 (Tenn. CA); petition for 
reh’g of petition for certiorari den., CCH Foop DruG Cosmetic Law 
Reports § 22,621 (Tenn.). 

Ferrell v. S‘keston Coca-Cola Bottling Company, Inc., CCH Foop 
DruG Cosmetic Law Reports § 22,588 (Mo. CA, Springfield). 

Natale v. Pepsi-Cola Company, et al., CCH Foop Druc Cosmet 
Law Reports § 22,589 (N. Y. App. Div., Ist Dept.). 

Kuntz v. McQuade, d. b. a. McQuade Distributing Company, CCH 
Foop Druc Cosmetic Law Reports § 22,592 (N. D.). 

Evangelio v. Metropolitan Bottling Company, Inc., CCH Foop Druc 
Cosmetic Law Reports § 22,601 (Mass.). 

Shoffner v. Glenshaw Glass Company, Inc., CCH Foop Drue Cos- 
metIC Law Reports © 22,605 (DC Pa.). 

Atwell v. Pepsi-Cola Bottling Company of Washington, D. C., Inc., 
CCH Foop Druc Cosmetic Law Reports § 22,608 (Municipal CA, 
D.C.). 

Ferrell v. Royal Crown Bottling Company of Charleston, CCH Foop 
Druc Cosmetic Law Reports § 22,614 (W. Va.). 

Mueller v. Teichner, d. b. a. Bronx Siphon Supply Company, CCH 
Foop Druc Cosmetic Law Reports § 22,620 (N. Y.). 


McLaughlin v. Rapp, CCH Foop Druc Cosmetic Law Reports 


{ 22,586 (Kan.). 
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Hokanson v. Helene Curtis Industries, Inc., CCH Foop Druc Cos 
METIC Law Reports §[ 22,610 (DC N. Y.); motion to transfer granted. 
CCH Foop Druc Cosmetic LAw Reports § 22,622 (DC N. Y.) 

Syring v. Heiene Curtis Industries, Inc., CCH Fooo DruG Cosmet 
Law Reports J 22.616 (DC IIl.). 

Zampino v. Colgate-Palmolive Company, CCH Foop DruGe Cosmetic 
Law Reports § 22,619 (N. Y. App. Div., 3d Dept.) 

Revlon, Inc. v. Buchanan, CCH Foop Druc Cosmetic LAw Reports 
4 22.629 (CA-5). 

Janko v. Roux Distributing Company, CCH Foop Druc Cosmetic 
Law Reports § 22.631 (Ohio). 

Burns v. Clairol, Inc., CCH Foon Druc Cosmetic Law REporTS 
{ 22,632 (DC IIl.). 

Bonowski v. Revlon, Inc., CCH Foop Druc Cosmetic Law Reports 


€ 22.635 (Iowa). 


Drug Cases 

Fitzgerald v. Cutter Laboratories, Inc., CCH Foop DruGc Cosmeti 
Law Reports § 22,575 (Calif. Super. Ct., Los Angeles Co.). 

Guidi v. Cutter Laboratories, Inc., CCH Foop DruG Cosmetic Law 
Reports § 22,576 (Calif. Super. Ct., Alameda Co.). 

Kunkel v. Cutter Laboratories, Inc., CCH Foop Druc Cosmetic Law 
Reports § 22,577 (Calif. Super. Ct., Alameda Co.). 

Ellison v. Cutter Laboratories, Inc., CCH Foop Druc Cosmetic Law 
Reports § 22,578 (Calif. Super. Ct., Alameda Co.). 

Ravetz v. Upjohn Company, CCH Foop Druc Cosmetic Law Re- 
Ports J 22,590 (DC Pa.). 


Trichinosis Cases 


Niemann v. Grand Central Market, Inc., CCH Foop Druc CosmMeri 
Law Reports § 22,597 ( Utah). 


Naujoks v. Suhrmann et al., CCH Foop Druc Cosmetic Law ReE- 


Ports § 22.598 (Utah). 
Animal-Feed Cases 


Midwest Game Company, Inc., v. M. F. A. Milling Company, CCH 
Foop Druc Cosmetic LAw Reports § 22,574 (Mo., Div. No. 1) 


Doane v. Farmers Cooperative Company, Inc., CCH Foop Druc 
Cosmetic Law Reports § 22,583 (Iowa). 
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Tri City Fur Foods, Inc. v. Ammerman, CCH Foop Druc Cosmet 
Law Reports © 22,602 (Wis.). 

Jones v. Siler City Mills, Inc., CCH Foon DruGg Cosmetic Law 
Reports § 22,615 (N.C.). 

Gland-O-Lac Company v. Creekmore, Judge, CCH Foon Druc Cos 
METIC LAW Reports § 22.624 ( Ark.). 

Primrose v. John Morrell & Company, CCH Foop Drvue Cosmet 
Law Reports © 22,625 (DC N. Y.). 

Atlanta Milling Company v. Norris Grain Company, CCH Foop Dru 
Cosmetic Law Reports § 22,627 (CA-5). 


Whiskey Case 


Log Cabin Rest, Inc. v. Alpine Wine & Liquor Corporation, CCH 
Foop Druc Cosmetic Law Reports § 22,584 (N. Y. App. Div., 2d 
Dept.) : § 22.585 (N.Y. S. Ct.. Special Term, Kings Co.) 

Our old friend, res ipsa Joquitur, was raised in nine of these cases 
In six it was held to be applicable and in three inapplicable. In one of 
the six, the Massachusetts court indicated that it preferred “to avoid 
the use of the Latin phrase even while applving the principles included 
within it by the common understanding.” 

The case to which | refer is Evangelio v. Metropolitan Bottling Com- 
pany, Inc., which was an exploding-bottle case. This case is significant 
because it marked a retreat by the Massachusetts court from the posi 
tion which it previously had taken in this type of situation. In the 
earlier case of Howard v. Lowell Coca-Cola Bottling Company, CCH Foon 
Druc Cosmetic Law Reports §[ 22,135, 322 Mass. 456, the court had 
held that plaintiff could not recover where she showed that she pur- 
chased a bottle of Coca-Cola from a vending machine and that the 
bottle exploded in her hand when she had moved it only a few feet 
from the machine. The court had said: 

[there] was no evidence to show that the breaking of the bottle was duc 
to any negligence of defendant at its bottling plant or elsewhere, nor to warrant 


a finding that any defect in the bottle that the jury might have found caused it 
to break should have been discovered by the defendant by reasonable inspectior 


In the Evangelio case, plaintiff showed that while she was tending 
her husband’s store, defendant’s agent delivered two cases of Pepsi 
Cola to the store and stacked them in the rear, one on top of the 


other. About 15 minutes later, plaintiff removed three of the bottles 


from the top case and carried them to the cooler. While she was in 
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the act of placing the bottles in the cooler, one of them exploded, 
injuring her hand. There was no evidence as to the exact cause of 
the break in the bottle, no evidence of the manufacture of the bottle 
or its condition, nor was there any evidence as to the amount of cat 


bonation present in the bottle. 


The Massachusetts court pointed out that, in the absence of ex 
pert testimony, it was necessary and proper for the court to rely upon 
common knowledge. Common knowledge indicates that there are nu 
merous possible causes for the explosion of a bottle; among them are 
(1) defects in the bottle, (2) defects caused by improper handling of 
the bottle and (3) excessive carbonation. The court noted that most 
of the courts which had considered this problem since the Howard 
decision had allowed the finder of fact to draw an inference that the 
explosion was caused by negligent conduct, leaving it to the defendant 
to explain why in a given case it was more probable that the explosion 
was the product of a cause for which the defendant was not respon 
sible. Declining to follow its earlier ruling in the Howard case, the 
court summed up its present holding as follows: 


To recover in a situation of the sort here involved the plaintiff must prove 
+] 


more than the fact of the explosion W here, as he re. the accident occurs after the 
defendant has surrendered control of the instrumentality involved, it is incumbent 
upon the plaintiff to show that the instrumentality had not been improperly 
handled by himself or by intermediate handlers. 


Another case wherein the application of the doctrine, and some 
of the language used to that end, tends to give one pause was Ferrell v 
Royal Crown Bottling Company of Charleston, decided in the West 
Virginia Supreme Court of Appeals. In that case, plaintiff was a cus 
tomer in a supermarket, pushing her wagon around the store. She 
took a carton of Royal Crown Cola from the rack set up for that pur 
pose and almost immediately thereafter was injured when a bottle of 
Royal Crown in a carton still remaining on the shelf exploded. There 
was evidence that this carton which exploded was probably delivered 
to the store on the same day on which it exploded. There was no 
expert evidence with respect to the actual cause of the bursting of the 
bottle. After suggesting that there was more logic in applying the 
doctrine of res ipsa loquitur to an exploding bottle case than to a case 
involving a foreign substance in a bottled beverage, the court said 


this: 


In the case of an exploded bottle, there can hardly arise even a suspicion 
that the person injured could have committed any act which would have injured 
the inside of the bottle, or increased the usual inside pressure thereof. 
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One gets the impression from this language that the court con- 
siders the only causes of an exploding bottle to be centered inside 
the bottle. A review of those cases wherein expert testimony has been 
used will make it plain to anyone that a bottle may just as well be 
weakened by a blow from the outside as from the inside. 


In each of our last two reports, considerable attention has been 
devoted to the so-called “assault on the citadel of privity” in the 
courts of the State of New York, particularly the lower courts within 
the City of New York. This “assault” suffered a substantial reversal 
during 1959. Last year we discussed the case of Greenberg v. Lorenz 
wherein the Appellate Term of the Supreme Court, First Department, 
had affirmed a recovery for an infant plaintiff against a retail seller of 
food to the infant plaintiff's father. In a very brief per curiam memo 
randum, the Appellate Division for the First Department reversed 
this action and dismissed the infant plaintift’s complaint for the rea 
son that she was not in privity of contract with the seller. Leave was 
subsequently granted to the plaintiff to appeal to the Court of Appeals, 
but our most recent information is that nothing has been done to 
perfect that appeal. 

The Third Department of the Appellate Division also reversed 
the judgment in favor of the plaintiff and dismissed the complaint 
on the law in an action where plaintiff sought to recover for breach 
of warranty against a remote vendor (Burke v. Associated Coca-Cola 
Bottling Plants, Inc.). The ground of the decision was that there was 
no privity of contract upon which a recovery for breach of implied 
warranty of quality and fitness could be founded. 

Finally, the Appellate Term of the Supreme Court, Second Depart 
ment, dismissed a cause of action based upon warranty because there 
was no proof of privity of contract between the plaintiff and the 
defendant. 

Last year we noted that a federal district court in Texas refused 
to extend the Texas doctrine of liability for a warranty without privity 
in food cases to a sale of ice between two commercial establishments. 
In 1959, the United States Court of Appeals for the Fifth Circuit 
reversed and reinstated the judgment for the plaintiff. The court held 
that the defendant ice manufacturer knew or should have known that 
the ice was destined for a biscuit manufacturer and that it would be 
used in the biscuit dough for the purpose of cooling. Therefore, it 


became an ingredient of a food for human consumption. As such, it 
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was subject to the same public policy of Texas as any other food and 
therefore the same responsibility should attach to the seller thereof as 
to any other food vendor. The court said: 

We scarcely pause to affirm the obvious fact that amongst American con 
sumers, ice, if not a food in the sense of a nutritive item, must at least be re- 
garded as a commodity for human consumption, with the heavy obligations 


incident to it, when it is reasonably to be expected that it will find its way into 
water or beverages or in, or in contact with, food for consumption 


A major breakthrough did, however, occur in Virginia, where the 
court held for the first time that privity is not required to sustain an 
action in breach of warranty by an injured consumer against the 
manufacturer of food for human consumption. The case, Swift & Com 
pany v. Wells, involved a claim of staphylococcus food poisoning aris 
ing out of the consumption of a smoked pork shoulder. 

The shoulder had been processed and wrapped in cellophane by 
the defendant, then sold by it to a retailer dealer, who in turn sold it 
to the plaintiff. Plaintiff brought the product home and placed it in 
her refrigerator. The following day, she removed it from the refriger 
ator, took off the cellophane wrapping, and thoroughly cooked the 
meat. She alone ate some of it for lunch on that day and claims to 
have suffered mild stomach cramps and nausea later on that day. The 
next day, having carefully kept the meat in the refrigerator in the 
meantime, plaintiff made sandwiches for her husband and ate some 
herself, as did her son. Within a few hours after this eating, all three 
became ill, suffering the standard food poisoning symptoms of nausea 
vomiting and diarrhea. Two days later, plaintiff's son wrapped the 
remaining ham and placed it in the freezing compartment of plaintiff's 
refrigerator. Three days later it was delivered to the retailer, wh« 
placed it in his freezer, and two or three days thereafter he sent it to 
the Virginia State Department of Health. There the meat was found 
to contain hemolytic staphylococcus aurous germs. In a case of this 
kind, it is important to understand the nature of staphylococcus food 
poisoning and the circumstances under which these bacteria may 
become harmful to the consumer. The bacteria themselves are not 
harmful and may be consumed in tremendous quantities without doing 
any harm whatsoever. It is only when these bacteria are permitted 
to multiply rapidly that they give off an enterotoxin which is poison 
ous and causes the typical symptoms referred to earlier. This rapid 


multiplication will only occur in temperatures between the range of 


55 degrees and 110 degrees Fahrenheit, the optimum being between 
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70 degrees and 95 degrees. Given the appropriate strain of staphylo 
coccus bacteria, it will require exposure to these temperatures for a 
period of about four hours to permit the development of the harmful 
enterotoxin. Hence, the issue in these cases does not turn upon the 
presence of bacteria, but rather upon the presence of the enterotoxin 
and the exact time when that enterotoxin was permitted to be devel 
oped. In other words, lability properly should attach only where 
there has been an exposure to these critical temperatures for periods 
of time aggregating four hours or more. One other fact should be 
noted, and that is that these bacteria are easily killed at standard 


pasteurizing temperatures, but that the enterotoxin is not so destroyed 


This case was permitted to go to the jury on the basis of a breach 
of implied warranty and the jury found for the plaintiff. It was this 
finding which the Supreme Court of Appeals of Virginia affirmed. In 
adopting the position that privity 1s no longer required in food cases 
in Virginia, the court concluded with this statement 

We are not here concerned with the question of the liability of a manufac 


turer for impurities or deterioration in food which occurs after the commodity 


has left the manufacturer's possession 


I take this to mean that the Virginia court would not permit 
recovery, irrespective of privity, if there were no breach of warranty 
However, salutary though this proposition clearly is, it is small com 
fort when one considers the facts in this case, because it is plain that 
the Virginia court will require that the defendant prove such deteri 
oration if in fact it did exist 

For many years there have been no new decisions on the effect 
of the presence in food of substances which were indigenous or na 
tural thereto, even though capable of causing injury to a consumer 
Surprisingly enough, in 1959 there were four such decisions reported 
The first of these was DeGraff v. Myers Foods Inc., which arose in the 
Court of Common Pleas for Bucks County, Pennsylvania. The issue 
arose on preliminary objections in the nature of a demurrer filed by 
the defendant. Plaintiff, in an action for breach of implied warranty, 
alleged that he was injured when he encountered a chicken bone in a 
chicken pie packed, baked and sold by the defendant. Defendant 
claims that the complaint fails to state a cause of action upon which 
relief can be granted because the substance, being natural to the prod 


uct, does not constitute a breach of warranty. The argument was that 


since it is common knowledge that chicken pies occasionally and na 
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turally contain chicken bones, the presence thereof does not reasonably 
render the pie unfit for human consumption, and the foreign sub- 
stance cases are not controlling. While recognizing that the defend- 
ant’s position clearly represented the weight of authority, the court 
felt constrained to follow a 1942 decision of the Supreme Court of 
Pennsylvania and, therefore, overruled the demurrer. The essential 
holding of the earlier Pennsylvania case was that the question of rea 
sonableness is not one of law, but rather one of fact for the jury. 


Bryer v. Rath Packing Company was an action in negligence. 
There a schoolgirl was eating chicken chow mein in the school cafe- 
teria when a small chicken bone lodged just below the epiglottis in 
her esophagus. The child’s father, on his own behalf and as next 
friend of his daughter, brought a suit in negligence against the packer 
of sealed cans advertised as containing “ready to serve boned chicken,” 
from which the manager of the cafeteria had taken the chicken used 
in the chicken chow mein. At the conclusion of the plaintiff's case the 
trial court directed the verdict for the defendant and plaintiff appealed. 


The Maryland Court of Appeals stated the issue as: 


whether bones which are natural to the type of food eaten but which ge 
erally are not found in the style of the food as prepared are to be deemed the 
equivalent of a foreign substance in determining whether the food in which they 


are is reasonably fit and safe for human consumption. 


The issue was one of first impression in Maryland. The court 
reversed the judgment below and remanded the case for a new trial. 
In reaching its conclusion that the question of whether defendant had 
used an appropriate degree of care was properly for the jury’s con- 
sideration, the court placed great stress upon the fact that defendant 
had represented its product as boned and ready to eat. This repre 
sentation, said the court, increased the amount of care necessary for 
the defendant in order to sustain its burden. 

The remaining two cases arose in New York. In the first of these. 
Courter v. Dilbert Brothers, Inc., plaintiff claimed to have been injured 
when she encountered a small fragment of prune pit in a jar of prune 
butter which she had purchased from defendant Dilbert Brothers. 
She sued Dilbert Brothers for breach of warranty and Airline Foods, 
the packer, for negligence. Dilbert Brothers cross-claimed against 
Airline for both negligence and breach of warranty. The trial court 
found for the plaintiff against Dilbert Brothers for breach of warranty 
and for Dilbert Brothers against Airline Foods in the identical amount, 


without specifying whether on warranty or negligence. The packer 
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appealed from the judgment over against it, but the retailer did not 
appeal from the judgment for the plaintiff. At the trial, plaintiff had 
shown that she purchased the prune butter from Dilbert Brothers 
that she encountered the foreign substance, and the extent of het 
injuries. Dilbert Brothers did not put on any evidence. Airline Foods 
showed at great length the care and precautions taken in the manu 
facture of its products. On appeal, the Appellate Term of the Supreme 
Court for the Second Department held that the judgment over against 
\irline Foods could not stand. The court pointed out that although 
no appeal was taken from the judgment in favor of the plaintiff, it 
Was appropriate for Airline Foods to attack that judgment in its appeal 
as a basis for the claim over by the defendant Dilbert Brothers against 


it. Then the court went on to say that the presence of a prune pit it 
prune butter did not constitute a breach of warranty because the food 
was still reasonably fit for human consumption. The court made it 
plain that, in its judgment, recovery in New York could not be had 
where the substance causing the injury was natural, rather than for 
eign, to the product. The court also held that recovery on warrants 
could not be had by Dilbert Brothers against Airline Foods because 
Dilbert Brothers had failed to prove privity of contract. You will 
recall that Dilbert Brothers put on no evidence whatsoever. 


\n interesting aspect of this case is the further holding by the 
court that Dilbert Brothers could not recover against Airline Foods 
in negligence for the same reason, that is, lack of proof of privity of 
contract. In this court’s view, the exception to the law of negligence 
created in the case of WcPherson v. Buick Motor Company, 217 N. Y 
382, was never intended to cover a small fragment of prune pit such 
as was involved in this case. The court said: 

But wherein can a rule of law be enunciated holding that a piece of prune 
pit natural to the product itself is an inherently dangerous substance? 

The last remaining case in this group, Lewis v. Cooperative P & C 
Family Foods, Inc., comes to us from the Supreme Court, Oswego 
County, on a motion to dismiss the complaint on the ground that it 
did not state facts sufficient to constitute a cause of action. Plaintiff 
wife sued a food market in both warranty and negligence for injuries 
sustained when she encountered a bone in fried fish which she had 
purchased from the defendant, and plaintiff husband sued in neglli- 


gence for loss of services. The court held that the law of New York 


is that, while the vendor of food may be liable to the purchaser for 
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damages caused by foreign and deleterious substances therein, this 
principle is inapplicable where the purchaser is injured by swallowing 
a substance natural to the food sold, and not removed therefrom in the 
process of its preparation for consumption. The criterion is whether 
or not the substance causing the injury is foreign to the article con 
sumed. Without mentioning or discussing the negligence count 
further, the court dismissed the complaint with respect to both war 
ranty and negligence. 

\s always, many of these cases this year were productive of 
interesting fact situations, or remarkable statements by deciding 
courts, or both. Such a case is Mason v. Canada Dry Bottling Company 
of Nashville, Inc. Plaintiff was a nine-month-old boy. He could not 
walk or stand, but he could crawl. Shortly prior to his accident, 
plaintiff had removed a bottle of ginger ale from a carton on the floor 
of the kitchen in his parents’ home and proceeded to play with the 
bottle. His parents took the bottle away from him, replaced it in the 
carton on the floor, and took plaintiff into the living room with them 
to watch television. Without his parents’ knowledge, plaintiff crawled 
back into the kitchen and proceeded again to play with the bottle of 
ginger ale. His parents heard a noise, like the pop of a firecracker 
and plaintiff began to scream. His parents rushed into the kitchen 
and found plaintiff with a portion of a broken bottle in front of him, 
another portion behind him, and plaintiff severely injured. A portion 
of the glass had struck plaintiff in the eye and ultimately led to the 


removal of that organ. 


A judgment based upon a directed verdict for the defendant at 
the close of all the evidence was reversed by the Tennessee Court of 
Appeals, Middle Section, principally because the court below had 
erred in refusing to take the testimony of plaintiff's expert witness 
We have no quarrel with this decision. However, in discussing the 
case, the court had some things to say which are somewhat surprising. 
For example, the court looked askance at defendant's contention that 
this nine-month-old boy might have broken the bottle of ginger ale 
himself. To one who has had a small amount of experience with small 
infants, such a suggestion is not only not impossible, but not even 
remarkable. The ease with which my children broke baby bottles at 
much younger ages than nine months causes me in turn to raise my 
eyebrows at the court’s skepticism. The court saved its coup de grace 
for the very end. Soft drink manufacturers should note this language: 





- <= wa 
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Sottled drinks are now found and served in most homes. They are about as 
staple as flour, sugar and coffee. Moreover, if they are properly manufactured, 
they are about as safe 


[ suggest that if that language properly reflects the law of Ten 
nessee, defendants will be hard pressed to win an exploding-bottle case 


in that jurisdiction. 


An interesting situation arose in the case of Atwell v. Pepsi-Cola 
Bottling Company of Washington, D. C., in the Municipal Court of Ap 
peals for the District of Columbia. Plaintiff entered an A & I store 
in Silver Springs, Maryland, to purchase groceries. She selected a 
six-bottle carton of Pepsi-Cola from the display shelf and placed it on 
the bottom part of her shopping cart. All other purchases were put 
in the top part of the cart. After completing her marketing, she 
pushed her cart to the checkout counter and began unloading her 
groceries on the counter. She picked up the carton of Pepsi-Cola from 
the bottom part of the cart and placed it on the counter. While the 
carton was on the counter, one of the botties exploded and appellant 
was cut on her hand and her ankle. Plaintiff's complaint against both 
the retailer and the bottler alleged an unsafe or defective condition 
in the bottle. The court held that no recovery could be had in war 
ranty because under Maryland law the warranty runs only to the 
contents and not to the container. Therefore, there was no warranty 
that the container was safe for use. Plaintiff had also alleged negli 
gence against both the retailer and the bottler, and at the trial relied 
upon res ipsa loquitur. Vilaintiff introduced no evidence concerning 
the handling of the bottles prior to the time that she picked them oft 
the counter at the A& I. The court held, on these facts, that plaintiff 
could not recover on res ispsa loquitur against either the bottler or the 
retailer. Her complete lack of proof on the prior handling of the 


bottles made it impossible for her to recover against either defendant. 


\n example of a defendant being “whipsawed” by the rules of 
evidence can be found in the case of Brown v. Coca-Cola Bottling Com- 
pany, Inc., in the Washington Supreme Court, Department No. 1. This 
was an action for injuries alleged to have been sustained from swallow 
ing minute particles of glass in a Coca-Cola bottled by the defendant. 
At the trial, plaintiff was asked what his doctor had told him about his 
condition following an examination. Over the objection of the de- 
fendant, plaintiff was allowed to testify that the doctor had told him 


he would have to have an operation if his condition did not improve. 
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The evidence was offered, not for the purpose of proving that an 
operation might be necessary, but rather for the purpose of showing 
the basis for plaintiff's apprehension and consequent nervousness. 
Therefore, since it was not offered for the truth of the statement con- 
tained therein, it was not within the hearsay rule and was admitted 
in evidence. On cross-examination, defendant sought to introduce a 
written report from the same doctor in which no mention of a possible 
operation was made. This document was excluded as hearsay. The 
court said that the defendant was seeking to put in issue the credi 
bility of the doctor and that that could only be done by the doctor 
himself. Obviously, the defendant was not concerned with the credi 
bility of the doctor, but was rather attempting to put in issue the 


credibility of the plaintiff himself on this rather delicate issue. In its 
discussion of the plaintiff's offered evidence, the court cited with 
approval the case of Ferrara v. Galluchio, 5 N. Y. 2d 16, which is the 


now-famous cancerophobia case which was discussed here last year 


Technically, | suppose. both rulings in this case were correct. How 
ever, it seems that some limitation should be placed on this type of 
evidence in order to control the obvious opportunity for taking an im 
proper advantage. At the very least, the testimony of the doctor 
involved, to the effect that such advice had actually been given, should 
be required as a foundation for the testimony of the plaintiff that such 
advice caused him apprehension. In the Ferrara case, the doctor 
denied having given the advice, and in the Brown case, the doctor 
didn't testify at all. In this era, when neuroses, psychoneurotic and 
neuropsychiatric effects are so popular, the courts should set down 
at least minimum standards for the proof of those wraith-like con 
ditions. It is difficult enough to meet such claims when they are 
alleged to arise out of the injuries themselves. It is manifestly unfair 
to permit the damages to be skyrocketed on the basis of alleged advice 


given by a doctor not present to testify. 


\ rather enlightening procedural decision came to us this vear 
from the federal court here in the Southern District of New York. 
The case was Hokanson v. Helene Curtis Industries, Inc. Plaintifi 
Nebraska resident, is suing defendant, an Illinois corporation with offices 
and a place of business in Chicago, for injuries sustained by plaintiff 
in Nebraska from the use of defendant’s product. The action was 


commenced in the federal court for the Southern District of New York 


and defendant moves for a change of venue to Chicago, Illinois, on 
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the ground that it expects to call as witnessess at the trial its quality 
control supervisors and chemists, all located in Chicago. Plaintiff 
cross-moved for transfer to the United States District Court for 
Nebraska, Omaha Division, for her convenience and that of her wit 
nesses. The action had not been commenced in Nebraska because 
service could not be obtained on the defendant in thac jurisdiction, 
and it had not been commenced in Chicago because of a shorter statute 
of limitations. Plaintiff's motion for transfer to Nebraska was denied 
because that was not a jurisdiction where the action could have been 
brought in the first instance. In considering defendant's motion, the 
court noted that plaintiff had sustained substantial expenditures in 
treating her illness and that she had incurred liability for attorney’s 
fees to her New York attorneys. Likewise, the court noted that the 
shorter statute of limitations in Illinois had already run. Accordingly, 
the defendant’s motion for transfer to Chicago was granted on the 
following conditions: (1) that defendant forthwith pay to the plaintiff 
reasonable attorney's fees for the services performed for her to date 
by her New York counsel and (2) that defendant stipulate that the 
statute of limitations applicable in New York should be applied in 


the transferee court. 


There are many other cases in this year’s group which are worthy 
of study and discussion. However, in the interests of space, some 
selection must be made, for better or for worse. The selection of 
those singled out for discussion here should not be taken as an indi 


cation that I consider the others either unimportant or uninteresting 


No valid generalizations can be made concerning this group of 
cases taken as a whole. However, although some courts still ex 
hibited a tendency toward further and additional liberalization, in 
many of the cases there are indications that some of the courts, at 
least, are becoming concerned about the Pandora’s box of claims 
which earlier extensions of liability have loosed upon them. There 
are also indications in many of the cases that juries are becoming 
somewhat sophisticated and skeptical in the face of many of the claims 
presented to them. These are but “straws in the wind,” but they 
nevertheless tend to confirm our view that an enlightened claim policy, 


coupled with courageous, intelligent and wholehearted defense of ap 


propriate cases, can and will bear dividends not only to the company 
involved, but also to the entire industry. [The End] 








CANADA- 


FOOD AND DRUG ITEMS 





\ trade information letter, together 
with proposed amendments to the regu 
lations under the Canadian Food and 


Drug Act, has been issued. The letter 
and proposed amendments are repro- 
duced here in full text: 


February 12, 1960—No. 181. 
‘To: All Drug 
“Re: New Drug Regulations 

“It is proposed to recommend to the 
Minister of National Health and Wel- 
fare, that the regulations of the Food 
and Drugs Act pertaining to the intro- 
duction of new drugs for sale in Canada 
be amended as shown on the attached 


Wanufacturers 


sheet. 

“I will be pleased to have your com- 
ments on these proposed amendments 
prior to April Ist, 1960. 
” [signature ] 
C. A. Morrell, 
DIRECTOR.” 


“PROPOSED AMENDMENTS TO 
NEW DRUG REGULATIONS 
“February 10, 1960 

“The following amendments and addi- 
tions to Part C, Division 1 of the regu- 
lations will be proposed: 

“Section C.01.001 to be amended by 
deleting subsection (e). 

“Sections C.01.301 and C.01.302 to be 
repealed. 


“The following sections will replace 
C.01.301 and C.01.302. 
“C.01.301. ‘New drug’ means a drug 
that is not generally recognized by per- 
sons qualified to evaluate the drug as 
for the for which it is pro- 
posed or recommended, because of its 


sections 


safe use 


“(a) method of manutacture 

‘(b) composition, 

“(c) dosage, o1 

“(d) route ot administration 
“C.01.302. A drug shall be deemed to 


be a new drug until its safety has been 


established by material time 
and to a material extent provided; that 
in the event a regulation is made 
a standard or other condition 
respecting a new drug, such drug shall 
no longer be deemed to be a 


use fora 


pre 
scribing 
new drug 
to the extent that provision is made in 
such regulation 

“C.01.303. No person shall sell a new 
drug unless there has been filed with 
the Minister in a form, manner and 
content satisfactory to him, for a period 
of not than two months prior to 
the for such time 
exceeding a further four months, 
Minister prescribes, a submission (herein 
called a new drug submission) in dupli- 
cate that includes 


less 


sale or other not 


as the 


the drug, in 
cluding its proper name if any, or if it 


“(a) a description of 


has no proper name the name under 
which it is proposed to be sold, 
“(b) a statement of the amounts oft 


all ingredients, route of administration, 
proposed dosage, the claims to be made 
for such drug, and a description of the 
pharmaceutical forms in 
proposed to be sold, 


which it is 


“(c) details of its method of manu 
facture where necessary to evaluate its 
safety, 

“(d) detailed reports of tests made 


to establish the safety of the drug for 
the purpose and under the 
of use recommended, 


conditions 


142 





we 


‘(e) particulars of tests applied to 
mtrol the potency, purity and satety 
# the drug, 

‘(f) a draft in dvuplicate of each 
label proposed to be used, and 
“(g) a sample of the active ingredi- 

ents as used in the drug and a sample 
of the drug in the pharmaceutical form 
in which it is proposed to be sold 

“C.01.304. Nothwithstanding C.01.303, 
manufacturer may sell a new drug to 





investigators qualified to use such drug, 
tor the sole purpose of obtaining clinical 
ind scientific data with respect to safety, 
stability, dosage or etticacy, ii 

“(a) the Minister is first informed of 
the identifying name or mark by which 
the drug can be recognized, 

“(b) both inner and outer labels carry 
he statement “For Experimental Use 
By Qualified Investigators Only,” 

“(c) the manufacturer, prior to mak- 
ng a shipment, takes the necessary 
steps to ensure that any person to whom 
the drug is sold is a qualified investiga- 
or and has adequate facilities for the 
investigation to be conducted by him, 
and that such drug will be used solely 
by him or under his direction, for the 
investigation, and 

“(d) the manufacturer keeps accu- 
rate records of such distribution and 
the results of such investigation and 
makes these records available for inspec- 
tion upon the request of an inspector 

“C01.305 \ new drug submission 
accepted by the Minister in respect to 
a new drug shall be deemed to relate 


only to the new drug as it is supplied 


by the manufacturer who files the sub 


Mission 


“C.01.300 Notwithstanding  sectio1 
C.01.303, a person who has not filed a 
new drug submission but who, by pro 
viding information required by subse 
tions C.01.303(a), (b), (c), (e), (f) and 


(g), has established to the satistaction 
ot the Minister that his new drug is 
identical with one for which a new drug 
submission has been accepted shall be 
deemed to have filed the information 
required by section C.01.303 in a form, 
manner and content satisfactory to the 
Minister and may on notification thereot 


sell such new drug 


“C.01.307. No person shall sell a new 


drug in respect of which a new drug 
submission has been accepted by the 
Minister, if a change has been made in 
the 


“(a) conditions of use including indi 
cations and route of administration, 

‘(b) labelling, 

“(c) pharmaceutical torm or dosage, 

“(d) identity 

“(¢) strength, quality or purity, 
manufacturing methods, facili- 


ties or controls mentioned or described 


“Of 


in the new drug submission for such 
new drug, unless a supplemental sub 
mission giving all particulars of the 
change establishes to the satisfaction 
of the Minister the safety of the new 
drug under the revised conditions de 


scribed therein.” 


JAMS AND JELLIES FOR SUGAR-RESTRICTED DIETS— 
STANDARDS STAYED BY FDA 


Standards for artificially sweetened fruit jams and jellies, offered 
tor persons on sugar-restricted diets, have been stayed by objections 
requiring a public hearing, the Food and Drug Administration an- 
nounced recently. In the absence of objections, the standards would 


have gone into effect on January 28. 


The stayed order provides that such products contain substantially 
the same amount of fruit or fruit juice as regular jams and jellies—a 
minimum of 55 per cent of the product—and that harmless, nonnutritive 
artificial sweeteners, jelling ingredients, and optional spice flavorings be 
used. Artificial coloring and flavoring would not be permitted 
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WASHINGTON—Continued from page 86 


Voluntary Corrective Actions.—A walled warehouses and open bins 











$283,000 plant-rebuilding program by a built up to the roof and sealed off 
New Jersey manufacturer of spices, ex Additional metal sliding doors were 1 
tracts and essential oils accounted tor stalled in his mill and new tracks ere 
most t the l llar cost f voluntary ] vided eXIst oO metal d Ts 
ylant-improvement actions reported to , 1 ’ m- ac- 
. - . , . \ Pennsvlvania iker’s $5.165 
food and drug inspectors during Janu 
- am tT » ve tT ) Ss ri¢ insect 
ry 960 n 2 I T plant , ae 
ary, 196 In 24 individual plant im bas 1ation of his products included 
provements to assure production of clean, =. ato tak ae rere sa 
wholesome products, food manufacturers Sgt ete sc ea cee 
A MOTE eA litt SiCadlil Ciiliv, 4 ha > 
and warehousemen said they spent niieasl a ss _ 
tot of $358,260. Ninety-four additior F Peer eae 
ug S plan 
voluntary act ns prov led r destruc 
tion of products or diversion to noi \ Utah nut- lucts firm elu " 
1 use, and kept 678 tons of unfit the possibility of rodent and tsect ¢ 
ae ‘ - aw OF 
foods from reaching consumers imimation by spendin YUU An 
: ndustrial-tvpe vacuut leaner. stt “. 
Che New Te rsey spice and oils man- om _ pe — _ : 
acturer shut down production, ré¢ pe ee Aart ; gatas id be 5 
+ extermuinato 1 vent vil ¢ s 
iene old buildings that were dithcult Ri, 
at =f yw tl al ir i pea Ss 
» keep free from rodents, installed née inti 
} 1 P 1 : n getting t s inn is a 
machinery ind storage tanks [01 n 
1 Washington ick nstalled it t 
proved sanitation, repaired and painted : 
: * ot T tv 1 1) S 1 ess 
the buildings not replaced, and hired Hota mre S ms ; Shes 
I C a seco eel ( rel ve Mw ¢ 
additional personnel with assigned re ‘ ‘ ; é 
Irom peas vetore t Vv entere< S 
sponsibilities for keeping production and ac ; sep 
4 ee grader The cost was $1,200 
StOT Tachi ies clean 
: . ee —_ t. Reomémesic } J 
\ Texas rice miller spent $15,000 in Drug firms voluntarily dest c 
| } 1 i substa d drues valued at $513.45 
enovating his warehouses and mill t and substandard drugs value 13,454 
hemitios ] = RSs ere 
prevent possible rodent contaminati Practically all this dolla amoul! 
$498 7 t holesal lt was il 
of the product. He poured new con $498,756 at wholesale value—wa 
crete foundations, and installed sheet volved in a single voluntary action b 
metal around the foundation and on the a manufacturer of antihistamine tablets 
exterior walls. Inner walls of his double and syrups 





In the Public Health Service 


Influenza-Research Support In- courage long-range research in influenza 
creased.—Increased support for influ- and related diseases were developed on 


enza research to permit investigators to January 13, when Dr. Burney called 


take advantage of the study opportuni- together the Service’s committee of 
ties afforded by the current influenza investigators, which is composed ot 
outbreaks was recently announced by some of the Nation’s leading authorities 
Surgeon General Leroy E. Burney on influenza and related diseases 


Methods to stimulate research during The meeting was held at the National 
the current influenza season and to en- Institutes of Health 








First for Efficiency, Service, and Extra Value Pe. 
CCH’s Long-Lasting ACCESSORIES 
Order Yours Today! 





Simple, three-way ad- 


CCH’s “Eye-Saver” Reading Easel 


e cuts look-up time ® clears your desk for action 
®@ puts “ease” in your work 
Trim, practical, this all-new Reading Easel lets you select the 


reading angle that suits you best . . . lets you position your 
justment for comfort- reference book, Reporter Volume. or chart to reduce glare 





able reading angle and eyestrain. Important, too, it frees additional desk space 


for other pertinent Volumes, papers, magazines, etc. Adds 
greatly to efficient operation. 


Made of sturdy, long-wearing hardboard, with bright 
piano hinges, it’s light in weight BUT does a man-sized job. 
Finished satin smooth, in modern office-metal gray, the Read- 
ing Easel blends easily with today’s office equipment. 


No setting up! No assembling required! Comes ready for 
immediate use! Length—14 Inches; Height—10 Inches. 





Folds flat—slips into 
desk drawer until Price, $4.75 Each, Postpaid 


needed 


Handy CCH ZIPPER CASE 


e Indispensable for Outside-the-Office Use 


Especially made to meet the specialized requirements of CCH subscribers, this 
handsome Zipper Case goes anywhere you want it to. It’s at home in the courtroom, 
client’s office, on your desk or on the train, Scaled to fit standard CCH Report 
pages, it conveniently keeps important information with you for quick reference. 


Constructed to last, this handy Case is made of genuine top-grain cowhide, cut and 
sewn to exacting specifications. Don’t worry about room .. . there’s plenty! 
Two wide inside pockets, a full-opening zipper fastener, with leather gussets, 
combine to accommodate up to 500 CCH Report pages, all held securely in place 
by five 114” rings. 
Exclusive with CCH, these Zipper Cases are not 
available elsewhere, cost far less than those of the 
nearest comparable type. 

Personalized, Too! 
When remittance in full accompanies order, indi- 
vidual name or initials will be stamped in gold, one 
line only, at no additional charge, maximum 18 
characters. 


Price, $9.75 Each, Postpaid 
FILL IN AND MAIL THE ATTACHED ORDER CARD NOW! * 





Over-all size 
” © 1094" 





Accessories Available Only from 


PRODUCTS, COMPANY. 
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MAIL TODAY! 


CCH PRODUCTS COMPANY 
4025 W. Peterson Ave., Chicago 46, IIl. 


Send CCH *‘Eye-Saver"’ Reading Easels at 
$4.75 each, postpaid. 


C) Remittance herewith [) Send bill 


Send CCH Zipper Cases indicated below: 


C) We enclose § for CCH Zipper 
Cases at $9.75 each, postpaid. Gold stamp— 
one line, maximum 18 characters—as follows: 


Please print or typewrite name to be 
gold stamped. 


We understand geld-stamped cases are not 
returnable. 


Send us CCH Zipper Cases, without gold 
stamping, billed at $9.75 each, postpaid. We 
understand we may return the cases for full 
eredit within 15 days after receipt, if not 
satisfied. 


Signature & Title 
Firm 
Attention 
Street & Number 
650—084 


City, Zone & State 


(If ordering by letter or purchase order, 
please attach this card.) 





A COMMERCE CLEARING HOUSE PUBLICATION 








